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HEALTH SERVICES AND DEVELOPMENT AGENCY MEETING
DECEMBER 17, 2014
APPLICATION SUMMARY

NAME OF PROJECT: Sumner Regional Medical Center

PROJECT NUMBER: CN1409-041

ADDRESS: 225 Big Station Camp Road
Gallatin (Sumner County), TN 37066
LEGAL OWNER: Sumner Regional Medical Center, LLC
330 Seven Springs Way
Brentwood, TN 37027

OPERATING ENTITY:  Not Applicable

CONTACT PERSON: Michael Herman
(615) 328-6695

DATE FILED: September 15, 2014
PROJECT COST: $2,887,396.00 (revised)
FINANCING: Cash Reserves

PURPOSE FOR FILING: Initiation of positron emission tomography (PET)
services

DESCRIPTION:

Sumner Regional Medical Center (SRMC), a 155 licensed bed acute care hospital,
is seeking approval to purchase a GE Optima PET/CT 560 fixed imaging system
and initiate PET services on its existing outpatient campus under the hospital’s
license. As part of the project, the applicant plans to renovate approximately
1,425 square feet (SF) of space in the existing outpatient building to house a
scanning room and support space for the service.
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SPECIFIC CRITERIA AND STANDARDS REVIEW:

POSITRON EMISSION TOMOGRAPHY SERVICES

1.

Applicants proposing a new stationary PET unit should project a minimum of at
least 1,000 PET procedures in the first year of service, building to a minimum of
1,600 procedures per year by the second year of service and for every year
thereafter. Providers proposing a mobile PET unit should project a minimum of at
least 133 mobile PET procedures in the first year of service per day of operation
per week, building to an annual minimum of 320 procedures per day of operation
per week by the second year of service and for every year thereafter. The minimum
number of procedures for a mobile PET unit should not exceed a total of 1600
procedures per year if the unit is operated more than five (5) days per week. The
application for mobile and stationary units should include projections of
demographic patterns, including analysis of applicable population-based health
status factors and estimated utilization by patient clinical diagnoses category (ICD-
9.

For units with a combined utility, e.g., PET/CT units, only scans involving the
PET function will count towards the minimum number of procedures.

The applicant does not project volumes that will reach the minimum PET
procedures as projected utilization is 241 in Year I increasing to 337 PET
procedures in Year2. The applicant alleges there.is a need based on the
absence of providers, the development of comprehensive services for its
existing cancer program, the high cancer incident rates in the 2-county
primary service area and the hardships many residents face by having to
travel large distances to PET providers outside the service area. The
applicant also notes that the project is financially viable based on positive
operating margin performance of approximately 2.7% of gross revenue in
Year 2.

The applicant does not meet this criterion.

All providers applying for a proposed new PET unit should document that the
proposed location is accessible to approximately 75% of the service area’s
population. Applications that include non-Tennessee counties in their proposed
service areas should provide evidence of the number of existing PET units that
service the non-Tennessee counties and the impact on PET unit utilization in the
non-Tennessee counties, including the specific location of those units located in
the non-Tennessee counties, their utilization rates, and their capacity.

The applicant addressed this criterion in Item 6 of the 9/25/14 supplemental
response. The proposed site of the PET service is Sumner Station, SRMC'’s
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outpatient campus, located in Gallatin approximately 6.9 miles from the
hospital, 10 miles from Hendersonville and 35 miles from Lafayette in Macon
County. The site is accessible to at least 75% of the residents of Sumner and
Macon County.

It appears that this criterion has been met.

3. All providers should document that alternate shared services and lower cost
technology applications have been investigated and found less advantageous in
terms of accessibility, availability, continuity, cost, and quality of care.

There are no other PET providers in the primary service area. The applicant
was previously approved for a 1 day per week mobile PET service in
CN0406-058AS but did not implement the service and surrendered the CON
in December 2007 largely due to the bankruptcy of its former owner.

The applicant believes the project is cost effective because it makes use of an
existing building on the hospital’s existing 23 acre outpatient campus and
complements its existing radiation, medical and surgical cancer program
service lines.

It appears that this criterion has been met.

4. Any provider proposing a new mobile PET unit should demonstrate that it offers or
has established referral agreements with providers that offer as a minimum, cancer
treatment services, including radiation, medical and surgical oncology services.

This criterion is not applicable to the applicant’s project.

5. A need likely exists for one additional stationary PET unit in a service area when
the combined average utilization of existing PET service providers is at or above
80% of the total capacity of 2,000 procedures during the most recent twelve-month
period reflected in the provider medical equipment report maintained by the
HSDA. The total capacity per PET unit is based upon the following formula:

Stationary Units: Eight (8) procedures per day x 250 days/year = 2,000 procedures
per year

Mobile Units: Eight (8) procedures /day x 50 days/year= 400 procedures/year

The provider should demonstrate that its acquisition of an additional stationary or
mobile PET unit in the service area has the means to perform at least 1,000
stationary PET procedures or 133 mobile PET procedures per day of operation per
week in the first full one-year period of service operations, and at least 1,600
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stationary PET procedures or 320 mobile PET procedures per day of operation per
week for every year thereafter.

There are no existing PET services in the primary service area. The
applicant does not expect to meet the utilization standard for a stationary or
fixed PET unit operated under the hospital’s license on its outpatient
campus.

It appears that this criterion does not apply to the project.

6. The applicant should provide evidence that the PET unit is safe and effective for its
proposed use.

a. The United States Food and Drug Administration (FDA) must certify the
proposed PET unit for clinical use.

A FDA approval letter was included in the attachments to the application.
It appears that this criterion has been met.

b. The applicant should demonstrate that the proposed PET procedures will be
offered in a physical environment that conforms to applicable federal
standards, manufacturer’s specifications, and licensing agencies’
requirements.

A letter dated 8/15/14 from the architectural firm indicating compliance
with current building and safety codes that apply to the proposed fixed
PET service is included as an attachment in the application. The applicant
also maintains that the proposed PET service will be operated under the
same radiation therapy standards set forth in the hospital’s radiation
safety manual.

It appears that this criterion has been met.

c. The applicant should demonstrate how emergencies within the PET unit
facility will be managed in conformity with accepted medical practice.

The applicant will be licensed and operated as part of the hospital and
subject to the same emergency management plan and procedures that
apply. Patients with a medical emergency will be transported by
ambulance from Sumner Station to the main hospital campus in Gallatin,
a distance of approximately 6.9 miles.

It appears that this criterion has been met.
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d. The applicant should establish protocols that assure that all clinical PET
procedures performed are medically necessary and will not unnecessarily
duplicate other services.

Draft protocols to assure medical appropriateness and medical necessity
were included in the application. The applicant states that physicians
who refer patients to the proposed hospital PET service will have no
financial interest in SRMC or the PET service. PET procedures will be
performed when medically necessary as determined by the independent
medical judgment of the referring physician.

It appears that this criterion has been met.

e. The PET unit should be under the medical direction of a licensed physician.
The applicant should provide documentation that attests to the nature and
scope of the duties and responsibilities of the physician medical director.
Clinical supervision and interpretation services must be provided by
physicians who are licensed to practice medicine in the state of Tennessee and
are board certified in Nuclear Medicine or Diagnostic Radiology. Licensure
and oversight for the handling of medical isotopes and radiopharmaceuticals
by the Tennessee Board of Pharmacy and/or the Tennessee Board of Medical
Examiners—whichever is appropriate given the setting—is required. Those
qualified physicians that provide interpretation services should have additional
documented experience and training, credentialing, and/or board certification
in the appropriate specialty and in the use and interpretation of PET
procedures.

Dr. Glen Nabors, a board certified Radiologist with Sumner Radiology,
PC, will be the medical director of the proposed PET/CT service.
Arrangements with other physicians PET imaging interpretation
services are also in place. Resumes for these individuals are included in
the application.

It appears that this criterion has been met.

f.  All applicants should seek and document emergency transfer agreements with
local area hospitals, as appropriate. An applicant’s arrangements with its
physician medical director must specify that said physician be an active
member of the subject transfer agreement hospital medical staff.

As noted, the PET service will be operated by SRMC as a part of the
hospital subject to all existing emergency management policies and
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procedures. The Medical Director will remain an active member of the
SRMC medical staff-

It appears that this criterion has been met.

7. The applicant should provide assurances that it will submit data in a timely fashion
as requested by the HSDA to maintain the HSDA Equipment Registry.

The applicant states it will comply with all requests from the HSDA for
timely data.

It appears that the applicant intends to meet these criteria.

8. In light of Rule 0720-4-.01 (1), which lists the factors concerning need on which an
application may be evaluated, the HSDA may decide to give special consideration
to an applicant;

a. Who is offering the service in a medically underserved area as designated by
the United States Health Resources and Services Administration;

The applicant states that all of Macon County and part of Sumner
County are medically underserved areas as designated by the U.S.
Health Resources and Services Administration.

It appears that this criterion has been met.

b. Who documents that the service area population experiences a prevalence,
incidence and/or mortality from cancer, heart disease, neurological impairment
or other clinical conditions applicable to PET unit services that is substantially
higher than the State of Tennessee average;

The applicant requests special consideration for this standard based on
the cancer prevalence rates in Macon and Sumner Counties that are
16% and 2.3% higher, respectively, than the statewide cancer rate of
476.8 per 100,000 population as published by TDH in its report, Cancer
in Tennessee 2005-2009.

c. Who is a “safety net hospital” or a “children’s hospital” as defined by the
Bureau of TennCare Essential Access Hospital payment program and/or is a
comprehensive cancer diagnosis and treatment program as designated by the
Tennessee Department of Health and/or the Tennessee Comprehensive Cancer
Control Coalition; or
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The applicant is not a safety net or children’s hospital. Criterion is not
applicable.

d. Who provides a written commitment of intention to contract with at least one
TennCare MCO and, if providing adult services, to participate in the Medicare
program.

The applicant participates in all area TennCare MCOs and in Medicare.

It appears that this criterion has been_met.

Staff Summary
The following information is a summary of the original application and all
supplemental responses. Any staff comments or notes, if applicable, will be in
bold italics.

Sumner Regional Medical Center (SRMC) operates a 155 licensed bed hospital
and an outpatient campus in Sumner County under the same license. The
applicant seeks approval to initiate and operate a positron emission tomography
(PET) service in an existing building located on SRMC'’s 24.6 acre outpatient
campus at 225 Big Station Camp Boulevard, Gallatin (Sumner County), TN, a
distance of approximately 6.9 miles from the main hospital campus. As part of
the project, the applicant will renovate approximately 1,425 square feet of space
for the PET service to house the scanning room and support space for the fixed
unit in the existing 95,998 SF 2-story outpatient facility. The hours and days of
operation will be 0800 AM - 4:30 PM, Monday - Friday. If approved, the
applicant plans to initiate the proposed PET service in December, 2015.

SRMC received HSDA approval in 2004 for a mobile PET service 1 day per week
on the hospital campus (CN0406-058 AVS). The service was not implemented and
was surrendered to HSDA in December 2007. Per Item 2 of the 9/25/14
supplemental response, the applicant states that the reason was due to financial
problems under previous ownership that ultimately lead to bankruptcy and
acquisition by Lifepoint Hospitals.

The hospital’s total licensed bed complement consists of 155 licensed hospital
beds as follows: 90 medical, 15 obstetrical, 18 ICU/CCU, 20 rehabilitation and 12
inpatient geriatric psychiatric beds. Although all of the licensed beds are
presently staffed, review of the Joint Annual Report revealed that 133 beds were
staffed in calendar year (CY) 2013. Based on 33,900 total inpatient days, SRMC'’s
licensed and staffed hospital bed occupancy was 60% and 70%, respectively,
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during the period. According to the Department of Health and pertaining to the
Joint Annual Reports, the following defines the two bed categories:

Licensed Beds- The maximum number of beds authorized by the appropriate state
licensing (certifying) agency or regulated by a federal agency. This figure is broken
down into adult and pediatric beds and licensed bassinets (neonatal intensive or
intermediate care bassinets).

Staffed Beds-The total number of adult and pediatric beds set up, staffed and in use at the
end of the reporting period. This number should be less than or equal to the number of
licensed beds.

Ownership
e Sumner Regional Medical Center (STMC) is owned by LifePoint
Hospitals, Inc.
o Lifepoint operates a total of 63 hospitals in 20 states, including 10 hospitals
in Tennessee.

e Attachment A4 contains an organizational chart and a list of facilities
owned by LifePoint Hospitals, Inc.

Facility Information
e If approved, will be only provider of PET service in Sumner and Macon
Counties.

» Proposed site of PET service is existing 95,998 square foot 2-story building
on a 26 acre outpatient campus. Building was constructed in 2007.

e Current occupants on SRMC'’s outpatient campus (imaging, rehabilitation
and sports medicine) utilize approximately 21,660 square feet or 23% of
the total building space.

e SRMC is modernizing its oncology program. This project and recently
approved linear accelerator service project, CN1408-036A, provide core
diagnosis and treatment service support.

e Hospital will provide transportation of inpatients to the Sumner Station
outpatient campus by ambulance.

¢ A floor plan drawing of the proposed site is included as Attachment B.IV.

PET/CT Equipment
e Proposed GE Optima PET/CT scanner will provide physicians and
members of SRMC's oncology team the latest state of the art imaging
technology for diagnoses of cancer. A 16-Slice computed tomography
component will also provide low dose, multiple imaging -clinical
applications.
e The vendor quote for purchase of the PET unit with taxes, shipping and 5-
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9
year service agreement is $1,698,228.00. The expiration date of the vendor
quote was extended in the 9/25/14 supplemental response to 12/22/14.
New technology upgrades include integrated PET and CT scanning,
processing, review and data management functionality.
The radiopharmaceutical material (FDG) will be provided by Cardinal
Health, in accordance with owner’s longstanding vendor relationship. The
vendor’s cyclotron is located in Louisville, Kentucky, a distance of
approximately 160 miles from Sumner Station.

Project Need

The applicant identified the need for the project based on the fixed PET unit’s
intended use for its cancer program and the lack of a PET service in its 2-county
service area. The following items summarize the need for the project:

Enhance access of residents in service area to new PET service focusing on
the diagnosis of cancer and reduce outmigration to more distant
providers.

Continue commitment to modernization and enhancement of cancer
diagnosis and treatment service capabilities.

Develop array of cancer services focusing on diagnostic, treatment, and
support services such as community education, pastoral care, patient
support groups and nutrition services.

Respond to needs of older population.

Target high incidence of cancer in Macon and Sumner Counties as
illustrated in the graph below.

Service Area Cancer Rates Age Adjusted Rates per 100,000 Population

560
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Cancer Rates

2005-2009
per 100,000
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m 2005 - 2009

Source: Tennessee Cancer Registry Annual Reports; CN1408- 036, Item 7, 8/26/14 supplemental response
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e As indicated by the table, both counties had cancer rates per 100,000
population for the years 2005-2009 higher than the statewide rate of 477
per 100,000 population.

e Tennessee had a cancer incidence rate ranked 16t highest in the country.
Its cancer mortality rate was ranked 6th highest.

Primary Service Area

The service area of SRMC's existing radiation therapy service is Sumner and
Macon Counties.

e Per the TDH summary report, the total population of the primary service
area is estimated at 195,450 residents in calendar year CY 2014 increasing
by approximately 6.2% to 207,527 residents in CY 2018.
e The total population of the state of Tennessee is expected to grow 2.8%
from CY2014 to CY2018.

The total 65+ age population is estimated at 28,811 residents in CY 2014
increasing approximately 12.9% to 32,539 residents in 2018 compared to a
statewide change of 9.18% during this time period.

The age 65 and older population accounts for approximately 15.9% of the
total service area population compared to 15.8% statewide. :

The applicant estimates that approximately 15.4% of Sumner and Macon
County residents are enrolled in TennCare compared to 18.8% statewide.

Historical and Projected Utilization

SRMC is seeking approval to initiate a new PET service on its outpatient campus
in a 2-county primary service area (PSA) that has no PET providers. The majority
of residents travel to providers outside the PSA, primarily to providers in
Davidson County. The use of other PET providers outside the applicant’'s PSA by
residents of Sumner and Macon Counties is shown in the table below.

PET Provider Utilization by PSA Residents

2011 2012 | 2013 % Change
11-13

Procedures at 700 687 684 -2.3%
Davidson Co PET
providers
At Other TN Providers 31 21 20 -35.5%
Total PSA Resident 731 708 704 -3.7%
Procedures
Total Procedures of 759 | 7,302 7,262 4.4%
Davidson Co.
Providers
Dependence on PSA 92% | 9.4% 94% NA
Residents by Davidson
Co. Providers

Source: HSDA Equipment Registry as of 11/4/14
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The use rate by service area residents (PET procedures per 1,000 population)
compared to Davidson County and TN resident use rates is illustrated in the
tables below.

PET Use Rates of Residents in SRMC Service Area, Davidson County, and Tennessee

County 2011 2011 2012 2012 2013 2013
procedures | Use Rate | procedures | Userate | Procedures | Use Rate
Macon 101 4.5 90 4.0 92 4.0
Sumner 630 3.9 618 ¥4 611 3.6
Davidson 2,384 3.6 1,896 3.0 1,893 29
Statewide 29,704 4.7 29,724 46 28,086 4.3

PET Use Rates per 1000 Population, 2011-2103
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Based on the tables above, the following highlights are noted:

e On average, approximately 96% of total PET procedures by Macon and
Sumner County residents were performed at Davidson County PET
provider sites from 2011 - 2013.

¢ Residents of the applicant’s service area accounted for approximately 9%
of Davidson County PET provider total volumes from 2011 to 2013.

e The chart and trend line graph reflects that the 3 Middle TN county PET
use rates and the statewide use rate appear to being trending downward
during the period.

e Of the 3 Middle Tennessee counties, the PET use rate in Davidson County
was the lowest from 2011 - 2013.
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The applicant projects 241 PET procedures in Year 1 increasing by 39.8% to 337
procedures in Year 2. Per Item 8m of the 9/25/14 supplemental response, SRMC
developed its projections for the PET service in light of the historical levels of
outmigration by residents of the service area and input from a member of a large
oncology practice who is familiar with SRMC’s cancer program and service
(letter from this individual is in 9/25/14 supplemental response). Additionally,
the applicant states that projected utilization may be higher in consideration of
recent changes by the Centers for Medicare and Medicaid Services (CMS)
effectively expanding covered PET services. A description of these coverage
changes was provided in a bulletin from GE Healthcare in the 9/25/14
supplemental response.

Project Cost
Major costs are:
e Purchase of PET/CT unit at a total revised cost of $1,698,228, inclusive of
5-year maintenance, sales tax, and freight (58.8% of the total project cost).
e Build-out cost of $460,000 for 1,425 square foot PET service area suite in
SRMC’s existing outpatient facility (15.9% of the total project cost).
o Architect letter dated 8/15/14 attests to construction cost estimate and
build-out in accordance with all applicable building and safety codes.
e Per HSDA records, the project’s combined construction cost of $322.80 per
square foot (SF) is above the HSDA 3td quartile combined construction
cost of $274.63/SF for hospital projects from 2011 -2013.
e For other details on Project Cost, see the revised Project Cost Chart on
page 20-R of the original application.

Historical Data Chart

The PET service is a new service line for the hospital and has no prior record of
fiscal operations. Highlights of SRMC'’s overall financial performance are as
follows: Highlights are as follows:

e According to the revised Historical Data Chart, SRMC reported the
following favorable net operating income after capital expenditures;
$4,941,000 in 2011, $4,304,000 in 2012, and $6,406,000 for 2013 (average
annual operating margin of 1.3% of annual gross operating revenues).

e In the course of HSDA staff review of the application, there appeared to
be a difference of approximately $4.4 million in Net Operating Income as
reported in the Historical Data Chart and the Income Statement. Please see
the clarification provided in Item 10 of the 9/25/14 supplemental
response.
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Projected Data Chart

The Projected Data Chart for the applicant’s new PET service reflects $1,808,000
in total gross operating revenue on 241 procedures in Year 1 increasing by
approximately 39.8% to $2,528,000 on 337 procedures in Year Two. The Projected
Data Chart reflects the following:

e Net operating income amounts to $18,000 in Year 1 increasing to $65,000
in Year 2.

¢ The operating margin of the PET service amounts to approximately 2.6%
of gross revenue in Year 2. The operating margin is lower, in part, as a
result of annual maintenance service costs.

e Net operating revenue after bad debt, charity care, and contractual
adjustments is expected average approximately 25% of gross revenue in
the first two years of the project.

¢ Contractual adjustments account for the highest deductions from revenue
averaging approximately 69% of gross revenue per year. It appears that
the applicant’s 51.9% Medicare/TennCare payor mix may help explain
why contractual adjustments are higher for this service.

Charges

As clarified in Item 11 of the 9/25/14 supplemental response, the average gross
charge of $7,500 per procedure is based on pricing for PET services in Lifepoint
hospitals in other states with fixed units. A summary of the applicant’s charges
for Year 1 of the project is as follows:

e The proposed average gross charge and net charge is $7,500 and $1,904.60
per procedure, respectively.

o The applicant states that professional fees for imaging interpretation
services will be billed separately by the radiologists.

e Per the comparison provided on page 26 of the application, the Medicare
allowable charge for the most common PET procedure classifications that
apply to the service range is presently $1,056.12 per procedure.

e According to the HSDA Equipment Registry, the applicant’s $7,500 gross
charge is higher than the 2013 PET median charge of $4,834.25 and the 34
Quartile PET Charge of $7,307.21.

e As noted in Item 11 of the 9/25/14 supplemental response, the applicant
states that the proposed charge falls within the range of other Middle TN
average PET charges. HSDA records reflect that the charges of the 5
Davidson County PET providers ranged from a low of $3,349 (Tennessee
Oncology) to a high of $14,928 per procedure in 2013 (TriStar Centennial).
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Payor Mix

The expected payor mix in Year 1 includes 45.1% for Medicare and 6.6%
for TennCare.

SRMC contracts with all TennCare MCOs in the service area:
AmeriGroup, United Healthcare (AmeriChoice), and TennCare Select.

Per Item 3, Supplemental 2, the applicant states that the Medicare payor
mix may increase when adding Medicare Advantage.

The applicant’s commercial and self-pay payor mix is approximately
44.8% and 5.5%, respectively, in Year 1.

Financing

Staffing

A letter dated September 9, 2014 from the CFO of the parent company
confirms that Lifepoint Hospitals has the cash reserves to fund the
estimated capital outlay required for start-up of the applicant’s new PET
service.

Review of SRMC'’s Balance Sheet for the period ending December 13, 2013
revealed $22,490,955 in total current assets, total current liabilities of
$7,983,125 and a current ratio of 2.82 to 1.0.

Note to Agency Members: current ratio is a measure of liquidity and is the
ratio of current assets to current liabilities which measures the ability of
an entity to cover its current liabilities with its existing current assets. A
ratio of 1:1 would be required to have the minimum amount of assets
needed to cover current liabilities.

The service is under the clinical leadership of the hospital’s cancer
committee and the physician specialists on staff at SRMC involved in
cancer care.

A description of the committee’s key activities and the composition of the
medical staff associated with SRMC'’s cancer program was addressed in
detail in on page 5 of the application and page 3 of the 9/25/14
supplemental response.

The proposed staffing pattern of the service consists of 1.0 full time
equivalent (FTE) nuclear medicine technologist. Other support staff, such
as clerical and nursing staff, may be used from SRMC’s existing radiation
therapy cancer program as necessary.

Licensure/Accreditation
e SRMC is accredited by The Joint Commission and licensed by TDH. The

applicant’s cancer program is accredited by the American College of
Surgeons Commission on Cancer Care.
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The applicant has submitted the required information on corporate documentation, site
control and a revised quote for the purchase of the PET/CT unit inclusive of costs for
maintenance/service and accessories that will be effective on the date of the Agency
hearing of the application. Staff will have a copy of these documents available for member
reference at the meeting. Copies are also available for review at the Health Services and

Development Agency’s office.

Should the Agency vote to approve this project, the CON would expire in three
years.

CERTIFICATE OF NEED INFORMATION FOR THE APPLICANT:

There are no other Letters of Intent, denied or pending applications for this
applicant.

QOutstanding Certificates of Need

Sumner Regional Medical Center, CN1408-036A, has an outstanding Certificate
of the Need that will expire on December 1, 2017. The project was approved
under CONSENT CALENDAR REVIEW at the October 22, 2014 Agency meeting
for the relocation of the hospital’s existing linear accelerator service from its main
campus to its outpatient campus at Sumner Station, Gallatin, (Sumner County),
TN. The project includes the replacement and upgrade of the current unit and
the build-out of space in the existing outpatient building. The estimated project
cost is $10,512,421. Project Status Update: the project was recently approved.

LifePoint Hospitals, Inc. has a financial interest in this application and the following:

Outstanding Certificates of Need

Starr Regional Medical Center—Etowah, CN1404-009A, has an outstanding
Certificate of Need that will expire on September 1, 2017. The project was
approved at the July 23, 2014 Agency meeting for the expansion of the hospital’s
existing ten (10) bed geri-psychiatric unit to fourteen (14) beds. The hospital will
close four (4) general hospital beds at Etowah with the result that the licensed
beds at Etowah (72) and the total consolidated licensed beds (190) for both the
Etowah and Athens hospitals will not change. The estimated project cost is
$1,283,000. Project Status Update: the project was recently approved.
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CERTIFICATE OF NEED INFORMATION FOR OTHER SERVICE AREA
FACILITIES:

There are no other Letters of Intent, pending or denied applications, or
outstanding Certificates of Need for other health care organizations proposing
this type of service. '

PLEASE REFER TO THE REPORT BY THE DEPARTMENT OF HEALTH,
DIVISION OF HEALTH STATISTICS, FOR A DETAILED ANALYSIS OF
THE STATUTORY CRITERIA OF NEED, ECONOMIC FEASIBILITY, AND
CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE
IN THE AREA FOR THIS PROJECT. THAT REPORT IS ATTACHED TO
THIS SUMMARY IMMEDIATELY FOLLOWING THE COLOR DIVIDER
PAGE.

PIG
(11/6/14)
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LETTER OF INTENT




18 3
State of Tennessee '

Health Services and Development Agency
Andrew Jackson Building, 9" Floor =1

502 Deaderick Street F}]
Nashville, TN 37243 i
www.__tn_.gov{hsda Phone: 615-741-2364 Fax: 615-741-9884

LETTER OF INTENT

The Publication of Intent is to be published in The Tennessean _ which is a newspaper
(Name of Newspaper)
of general circulation in . Sumner . Tennessee, on or before __September 10, 20_14 ,
(County) (Month / day) (Year)
for one day.

" This is to provide official notice to the Health Services and Development Agency and all interested parties, in
accordance with T.C.A. § 68-11-1601 et seq., and the Rules of the Health Services and Development Agency,

that:
__ Sumner Regional Medical Center a hospital
‘(Name of Applicant) (Facility Type-Existing)

owned by:_Sumner Regional Medical Center, LLC __ with an ownership type of _limited liability Company

intends to file an application for a Certificate of Need to initiate positron emission tomography (‘PET") service
at its existing outpatient campus known as Sumner Station, located at 225 Big Station Camp Boulevard,
Gallatin, Tennessee. The project will require build-out of approximately 1,425 square feet of existing space and
the purchase of G.E. Discovery PET/CT Imaging System. The total project cost is approximately $2,687,896.
The project does not involve a change in licensed bed capacity or the initiation of any service requiring a
certificate of need, except positron emission tomography.

The anticipated date of filing the application is: September 15 ,20__14

The contact person for this project is _ Dan Elrod _Attorney
(Contact Name) T (Title)

who may be reached at: __. __ButlerSnowlLLP 150 3" Avenue South, Suite 1600
: - . (Company Name) (Address)

Nashville TN 137201 615 /_651-6702
(City) (State) ' (Zip Code) (Area Code / Phone Number)

7 / ‘?X/ﬁz 20 4’; o dan.elrod@butlersnow.com

" (Sigrfature) Yate) (E-mail Address)

The Letter of Intent must be filed in triplicate and received between the first and the tenth day of the month. If the
last day for flling Is a Saturday, Sunday or State Hollday, filing must occur on the preceding business day. File
this form at the following address: ' '
Health Services and Development Agency
Andrew Jackson Building, 9" Floor
502 Deaderick Street
Nashville, Tennessee 37243

The published Letter of Intent must contain the following statement pursuant to T.C.A. § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Certificate of Need application must file a written notice with the Health Services and
Development Agency no later than fifteen (15) days before the regularly scheduled Health Services and Development
Agency meeting at which the application is originally scheduled; and (B) Any other person wishing to oppose the
application must file written objection with the Health Services and Development Agency at or prior to the consideration of
the application by the Agency.

HF51 (Revised 01/09/2013 - all forms prior to this date are obsolete)
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Sumner Regional Medical Center

Certificate of Need Application

To Initiate Positron Emission Tomography
("PET") Services at Sumner Station

September 15, 2014
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21 SUPPLEMENTAL- 1 -

1. Name of Facility, Agency, or Institution é;éptember 25,2014
) ) ) ) | 4:05pm
Sumner Regional Medical Center (for its Sumner Station Campus) i)
Name
225 Big Station Camp Road Sumner
Street or Route County
Gallatin TN 37066
City State Zip Code
2, Contact Person Available for Responses to Questions
Michael Herman Chief Operating Officer
Name Title
Sumner Regional Medical Center Michael.Herman@LPNT.net
Company Name Email address
555 Hartsville Pike Gallatin TN 37066
Street or Route City State Zip Code
COO 615-328-6695
Association with Owner Phone Number Fax Number
3. Owner of the Facility, Agency or Institution
Sumner Regional Medical Center, LLC 615-920-7000
Name Phone Number
330 Seven Springs Way Sumner
Street or Route County
Brentwood TN 37027
City State Zip Code
See Attachment A, Item 3
4, Type of Ownership of Control (Check One)
A. Sole Proprietorship F. Government (State of TN or
B. Partnership Political Subdivision)
C. Limited Partnership G. Joint Venture
D. Corporation (For Profit) H. Limited Liability Company X
E. Corporation (Not-for-Profit) I. Other (Specify)
See Attachment A, Item 4

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

1-R
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5. Name of Management/Operating Entity (If Applicable)

N/A

Name

Street or Route

City

County

State

Zip Code

PUT ALL ATTACHMENTS AT THE END OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

6. Legal Interest in the Site of the Institution (Check One)

A. Ownership
B. Option to Purchase
C. Lease of Years

X

D.
E.

Option to Lease
Other (Specify)

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

See Attachment A, Item 6

7. Type of Institution (Check as appropriate--more than one response may apply)

A. Hospital (Specify) _acute care X H. Nursing Home

B. Ambulatory Surgical Treatment I.  Outpatient Diagnostic Center
Center (ASTC), Multi-Specialty J. Rehabilitation Facility

C. ASTC, Single Specialty K. Residential Hospice

D. Home Health Agency L. Nonresidential

E. Hospice Substitution-Based Treatment

F. Mental Health Hospital Center for Opiate Addiction

G. Intellectual Disability M. Birthing Center o
Institutional Habilitation Facility __ N. Other Outpatient Facility R
(IDIHF) (ICF/IID formerly O. Other (Specify)
(ICF/MR)

8. Purpose of Review (Check as appropriate--more than one response may apply)

A. New Institution G. Change in Bed Complement

B. Replacement/Existing Facility [Please note the type of change

C. Modification/Existing Facility by underlining the appropriate

D. Initiation of Health Care response: Increase, Decrease,
Service as defined in TCA § Designation, Distribution,
68-11-1607(4) Conversion, Relocation]

(Specify)_Positron Emission Tomography X H. Change of Location
E. Discontinuance of OB Services [. Other (Specify)

F. Acquisition of Equipment

22357275v1
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Bed Complement Data
Please indicate current and proposed distribution and certification of facility beds.
TOTAL

Current Beds Staffed Beds Beds at
Licensed *CON Beds Proposed  Completion

Medical 90 0 90 0 90
Surgical

Long-Term Care Hospital
Obstetrical 15
ICU/CCU 18
Neonatal
Pediatric

Adult Psychiatric
Geriatric Psychiatric ' 12 12 12
Child/Adolescent Psychiatric
Rehabilitation 20 20 20
Nursing Facility - SNF (Medicare only)
Nursing Facility — NF (Medicaid only)

Nursing Facility — SNF/NF (dually certified
Medicaid/Medicare)

Nursing Facility — Licensed (non-Certified)
IDIHF

Adult Chemical Dependency

Child and Adolescent Chemical
Dependency

Swing Beds

Mental Health Residential Treatment
Residential Hospice

TOTAL 155 0 155 0 155

*CON-Beds approved but not yet in service

15 0 15
18 0 18

o O

CH® TPTVO ZEFACTTIOEIMUO®P

10.

Medicare Provider Number 1447571658
Certification Type _Acute Care Hospital

11.

Medicaid Provider Number _044-0003
Certification Type _Acute Care Hospital

12.

If this is a new facility, will certification be sought for Medicare and/or Medicaid?
Yes
No
X NA

13.

Will this project involve the treatment of TennCare participants? Yes

22357275v1
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Section B is intended to give the applicant an opportunity to describe the project and to
discuss the need that the applicant sees for the project. Section C addresses how the
project relates to the Certificate of Need criteria of Need, Economic Feasibility, and the
Contribution to the Orderly Development of Health Care. Discussions on how the
application relates to the criteria should not take place in this section unless
otherwise specified.

SECTION B: PROJECT DESCRIPTION

Please

answer all questions on 8 1/2” x 11" white paper, clearly typed and spaced, identified

correctly and in the correct sequence. In answering, please type the question and the response. All
exhibits and tables must be attached to the end of the application in correct sequence identifying
the questions(s) to which they refer. If a particular question does not apply to your project, indicate
“‘Not Applicable (NA)” after that question.

Provide a brief executive summary of the project not to exceed two pages. Topics to be
included in the executive summary are a brief description of proposed services and
equipment, ownership structure, service area, need, existing resources, project cost,
funding, financial feasibility, staffing, and how the project will contribute to the orderly
development of adequate and effective healthcare.

Response:

Sumner Regional Medical Center (“SRMC”) proposes fo initiate Positron Emission
Tomography ("PET") service at its existing outpatient campus, known as “Sumner Station,”
located on Big Station Camp Boulevard just off Vietnam Veterans Parkway, approximately
6.9 miles west of the main campus. PET services are currently not available in the
community, and the availability of the service at Sumner Station will alleviate the travel
burden on cancer patients who now must drive to Nashville for PET scans.

SRMC is a 155-bed acute care hospital in Gallatin, TN. It is part of LifePoint Hospitals.
LifePoint Hospitals is headquartered in Brentwood, TN. It operates 63 hospitals in 20 states,
including 10 in Tennessee. SRMC is one of 15 LifePoint hospitals that was recognized by
the Joint Commission in 2013 as a Top Performer in Key Quality Measures.

The Sumner Station campus of SRMC was constructed in 2007, and it is a two story
building with approximately 95,998 sq. fi. of space. Approximately 11,757 sq. ft. are
currently used for outpatient imaging (CT, MRI, ultrasound, mammography and x-ray), and
approximately 9,900 sq. ft. are used for outpatient rehabilitation (physical therapy,
occupational therapy and speech therapy) and a sports medicine physician. The remaining
space will be developed to support the health care needs of the community, including the
proposed relocation of radiation therapy and the installation of a PET/CT unit that is the
subject of this application.

SRMC'’s primary service area for radiation therapy is Sumner and Macon Counties, and
SRMC believes that its primary service area for PET service will be the same.

The need for the project is based on the lack of PET services in the area. Most patients in
the region who need PET scans currently obtain the service in Nashville, approximately 30
miles from Gallatin. The availability of PET services at Sumner Station will alleviate the
fravel burden on cancer patients. The need for PET services in community is further

4
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supported by the fact that the cancer incidence rates in Sumner and Macon counties are
higher than the statewide average. Based on information in the report titled Cancer in
Tennessee 2005-2009 published in 2013 by the Division of Policy, Planning and
Assessment, Tennessee Department of Health, the following information is relevant:

e For the period 2005-2009, Tennessee had the 1 6" highest cancer incidence rate in
the country and the 6" highest cancer mortality rate.

e Tennessee’s cancer incidence rate for the period was 476.8 per 100,000.

e Sumner County’s cancer incidence rate for the period was 487.6 per 100,000, 2.3%
higher than the Tennessee rate

e Macon County’s cancer incidence rate for the period was 554 per 100,000, 16%
higher than the Tennessee rate.

Given that cancer occurs with more frequently in the service area than the statewide
average, it is important that state of the art cancer diagnostic resources by conveniently
available. SRMC is committed to continue the modernization and enhancement of its cancer
diagnosis and treatment capabilities, as evidenced by this application for PET services.
Mammography and CT imaging services are already provided at Sumner Station.

SRMC’s cancer service has been accredited by the American College of Surgeons. In
addition to radiation therapy and diagnostic services, SRMC provides an array of cancer
support services including community education, pastoral care and nutrition services.
Patient support groups are available through a partnership with Gilda's Club. Chemotherapy
is provided in the community by Tennessee Oncology, the largest oncology group in the
region, which participates in clinical trials through the Sarah C Cannon Center Cannon
Center.

The number and types of physicians on staff at SRMC involved in cancer care are as

follows:
e Radiation oncologist — 1 active staff; 10 coverage staff
e Medical oncologist — 2 active staff; 16 consulting/coverage staff
e General Surgeons — 4 active staff
e Urologists — 4 active staff
e Radiologists — 9 active staff
e Pathologists — 4 active staff

The PET service proposed by SRMC will be used for cancer diagnosis and treatment
planning only. There are no current plans to provide PET scans for neurological or cardiac
patients. The availability of PET at Sumner Station will complement other cancer services in
the community, including radiation therapy, chemotherapy and surgery services.

The project will require renovation and build-out of approximately 1,425 sq. ft. of shelled
space in an existing building for the scan room and support areas. The PET service will be
provided by a G.E. Discovery PET/CT Imaging System, which utilizes integrated PET and
CT functionality, a feature that has become the standard for PET services. The fotal project
cost, including the PET/CT unit and maintenance for 5 years is approximately $2,687,896,
which will be funded by a capital contribution from the applicant’s parent, LifePoint
Hospitals. The only staff required for the project is one (1) nuclear medicine technologist
FTE.

22357275v1
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IL. Provide a detailed narrative of the project by addressing the following items as they relate to
the proposal.

A.

22357275v1

For the establishment or modification of a healthcare institution describe the
development of and need for the proposal. Health care institutions include:

Nursing home

Hospital

Ambulatory Surgical Treatment Center

Birthing Center

Mental Health Hospital

Intellectual Disability Institutional Habilitation Facility

Home Care Organization (Home Health Agency or Hospice Agency)
Outpatient Diagnostic Center

© 0N R O~

. Rehabilitation Facility
10. Residential Hospice
11. Nonresidential Substitution-based Treatment Center for Opiate Addition

Describe the construction, modification and/or renovation of the facility (exclusive of
major medical equipment covered by T.C.A. § 68-11-1601 et seq.) including square
footage, major operational areas, room configuration, etc. Applications with
construction, modification and/or renovation costs should complete the Square
Footage and Cost per Square Footage Chart. Utilizing the attached Chart, applicants
with hospital projects should complete Parts A.-E. by identifying as applicable
nursing units, ancillary areas, and support areas affected by this project. Provide the
location of the unit/service within the existing facility along with current square
footage, where, if any, the unit/service will relocate temporarily during construction
and renovation, and then the location of the unit/service with proposed square
footage. The total cost per square foot should provide a breakout between new
construction and renovation cost per square foot. Other facility projects need only
complete Parts B.-E. Please also discuss and justify the cost per square foot for this
project.

Response: The project will require approximately 1,425 sq. ft. of interior renovation
for the scan room and support areas.

Identify the number and type of beds increased, decreased, converted, relocated,
designated, and/or redistributed by this application. Describe the reasons for change
in bed allocations and describe the impact the bed change will have on the existing
services.

Response: Not applicable.
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C. As the applicant, describe your need to provide the following health care services (if
applicable to this application):

—

12.
13.
14.
15.
16.
17.
18.
19.

SOOI NOOTR LN -

Adult Psychiatric Services

Hospital-Based Alcohol and Drug Treatment for Adolescents (exceeding 28 days)
Burn Units

Cardiac Catheterization Services

Child and Adolescent Psychiatric Services

Extracorporeal Lithotripsy

Home Health Services

Hospice Services

Magnetic Resonance Imaging (MRI)

Neonatal Intensive Care Unit

Opiate Addiction Treatment provided through a Non-Residential Substitution-Based
Treatment Center for Opiate Addiction

Open Heart Surgery

Positron Emission Tomography

Radiation Therapy/Linear Accelerator

Rehabilitation Services

Swing Beds

Discontinuation of any obstetrical or maternity service

Closure of a Critical Access Hospital

Elimination in a critical access hospital of any service for which a certificate of need is
required

Response: The need for this project is based on current unavailability of PET services in the

region. Cancer patients located in the service area must now travel 30 miles or
more to Nashville for PET scans that are essential to cancer diagnosis and
treatment planning. Many cancer patients are elderly or otherwise frail, and the
project will alleviate the travel burden these and other cancer patients now
face.

D. Describe the need to change location or replace an existing facility.

Response: Not applicable.

E. Describe the acquisition of any item of major medical equipment (as defined by the Agency
Rules and the Statute) which exceeds a cost of $2.0 million; and/or is a magnetic resonance
imaging (MRI) scanner, positron emission tomography (PET) scanner, extracorporeal
lithotripter and/or linear accelerator by responding to the following:

1

22357275v1

For major medical equipment (not replacing existing equipment):
a. Describe the new equipment, including:

1. Brief description of equipment including characteristics such as fixed
or mobile; expected vendor and model (if known); for MRI use
descriptors such as Tesla strength, open/closed bore; for linear
accelerators use descriptors such as MeV strength, IMRT/IGRT/SRS
capability; etc.;

2. Total cost (As defined by Agency Rule 0720-9-.01(13))
a. By Purchase or

8
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b. By Lease;
Expected useful life;
List of clinical applications to be provided;
Documentation of FDA approval; and

For mobile major medical equipment list all sites that the unit is
currently serving and its current schedule of operations at those sites.

Response: The proposed PET/CT unit is a GE Discovery PET/CT Imaging System.
The unit will be purchased, and the total cost of the unit including maintenance for 5
years is $1,498,728. The unit will be used for cancer diagnosis and treatment
planning and evaluation. A copy of the FDA approval is at Attachment B. |I_E.,1.

b. Provide current and proposed schedules of operations.

S g AW

Response: The hours and days of operation of the proposed PET service will be
8:00-4:30.

Indicate applicant’s legal interest in equipment (i.e., purchase, lease, etc.) In the
case of equipment purchase include a quote and/or proposal from an equipment
vendor, or in the case of an equipment lease provide a draft lease or contract that at
least includes the term of the lease and the anticipated lease payments along with
the fair market value of the equipment.

Response: The PET/CT unit will be purchased. The vendor quote is aftached under
Attachment B.1l, E., 2.

ll. (A) Attach a copy of the plot plan of the site on an 8 1/2” x 11" sheet of white paper which
must include:

(B)

V.

22357275v1
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Size of site (in acres);

Location of structure on the site; and

Location of the proposed construction.

Names of streets, roads or highway that cross or border the site.

Please note that the drawings do not need to be drawn to scale. Plot plans are
required for all projects.

Response: Plot plan atfached under Attachment B, 1II.(A).

Describe the relationship of the site to public transportation routes, if any, and to any
highway or major road developments in the area. Describe the accessibility of the
proposed site to patients/clients. (Not applicable to home health or hospice
agency applications.)

Response: Sumner Station is located on Big Station Camp Boulevard, in between
Long Hollow Pike and Vietnam Veterans Bypass. There is not direct bus service to
the facility, but Sumner Station is easily accessible by car. Additionally, Mid-
Cumberland Human Resources Agency RTS Public Transit serves the area.

Attach a floor plan drawing for the facility which includes legible labeling of patient care
rooms (noting private or semi-private), ancillary areas, equipment areas, etc. on an

9
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8 1/2” x 11" sheet of white paper. (Not applicable to home health or hospice agency
applications.)

NOTE: DO NOT SUBMIT BLUEPRINTS. Simple line drawings should be submitted and
need not be drawn to scale.

Response: The floor plan is attached as Attachment B, V.

V. For a Home Health Agency or Hospice, identify:
1.  Existing service area by County;
2. Proposed service area by County;
3. A parent or primary service provider;
4. Existing branches; and

5. Proposed branches.

SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED

In accordance with Tennessee Code Annotated § 68-11-1609(b), “no Certificate of Need shall be
granted unless the action proposed in the application for such Certificate is necessary to provide
needed health care in the area to be served, can be economically accomplished and maintained,
and will contribute to the orderly development of health care.” The three (3) criteria are further
defined in Agency Rule 0720-4-.01. Further standards for guidance are provided in the state health
plan developed pursuant to Tennessee Code Annotated §68-11-1625.

The following questions are listed according to the three (3) criteria: (I) Need, (ll) Economic
Feasibility, and (Ill) Contribution to the Orderly Development of Health Care. Please respond to
each question and provide underlying assumptions, data sources, and methodologies when
appropriate. Please lype each question and its response on an 8 1/2” x 11" white paper. All
exhibits and tables must be attached to the end of the application in correct sequence identifying
the question(s) to which they refer. If a question does not apply to your project, indicate “Not
Applicable (NA).”

QUESTIONS

NEED

1. Describe the relationship of this proposal toward the implementation of the State Health Plan
and Tennessee’s Health: Guidelines for Growth, if applicable.

a. Please discuss how the proposed project will relate to the 5 Principles for Achieving
Better Health found in the State Health Plan. Please list each principle and follow it with

a response.
Response:
1. The purpose of the State Health Plan is to improve the health of Tennesseans.

a. How will this proposal protect, promote, and improve the health of

Tennesseans over time?

10
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b. What health outcomes will be impacted and how will the applicant
measure improvement in health outcomes?

C. How does the applicant intend to act upon available data to measure its
contribution to improving health outcomes?

Response: PET service is an important tool for the diagnosis and treatment of
cancer. It is not currently available in the community. This project will facilitate the
diagnosis and treatment of cancer making state-of-the-art imaging available at a
convenient location that will be more accessible than the existing service. The
project will also reduce the stress on sick patients by making it easier to access
care.

Every citizen should have reasonable access to health care.

a. How will this proposal improve access to health care? You may want to
consider geographic, insurance, use of technology, and disparity issues
(including income disparity), among others.

b. How will this proposal improve information provided to patients and
referring physicians?

C. How does the applicant work to improve health literacy among its patient
population, including communications between patients and providers?

Response: The PET service will be available to all patients. SRMC is contracted
with all existing TennCare MCOs in the area, and SRMC intends to continue its
participation in all TennCare MCOs when the new MCO contracts are
implemented in 2015.

The State’s health care resources should be developed to address the needs of
Tennesseans while encouraging competitive markets, economic efficiencies, and
the continued development of the State’s health care system.

a. How will this proposal lower the cost of health care?
b. How will this proposal encourage economic efficiencies?
C. What information will be made available to the community that will

encourage a competitive market for health care services?

Response: This project achieves economic efficiency because it makes use of an
existing building on an existing outpatient campus in order to provide the benefits
of enhanced convenience and accessibility for advance imaging technology for
cancer patients. The project will require only minimal additional staffing.

Every citizen should have confidence that the quality of health care is continually
monitored and standards are adhered to by health care providers.

a. How will this proposal help health care providers adhere to professional
standards?

11
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b. How will this proposal encourage continued improvement in the quality of
care provided by the health care workforce?

Response: The project contributes to quality of care by making state-of-the-art
imaging for cancer patients more accessible, thus increasing the possibility of
early diagnosis and enhancing treatment planning. SMRC’s commitment to
quality care is evidenced by its designation by the Joint Commission as a Top
Performer in Key Quality Measures.

5. The state should support the development, recruitment, and retention of a
sufficient and quality health care workforce.

a. How will this proposal provide employment opportunities for the health
care workforce?

b. How will this proposal complement the existing Service Area workforce?

Response: This project will require only 1 nuclear medicine technologist FTE,
and thus will not have a material effect on the health care workforce.

Please provide a response to each criterion and standard in Certificate of Need
Categories that are applicable to the proposed project. Do not provide responses to
General Criteria and Standards (pages 6-9 of the Guidelines for Growth) here.

Response: The PET criteria in the State Health Plan are addressed as follows:

PET Standards and Criteria

1. Applicants proposing a new stationary PET unit should project a minimum of at least
1,000 PET procedures in the first year of service, building to a minimum of 1,600
procedures per year by the second year of service and for every year thereafter.
Providers proposing a mobile PET unit should project a minimum of at least 133
mobile PET procedures in the first year of service per day of operation per week,
building to an annual minimum of 320 procedures per day of operation per week by
the second year of service and for every year thereafter. The minimum number of
procedures for a mobile PET unit should not exceed a total of 1600 procedures per
year if the unit is operated more than five (5) days per week. The application for
mobile and stationary units should include projections of demographic patterns,
including analysis of applicable population-based health status factors and estimated
utilization by patient clinical diagnoses category (ICD-9).

For units with a combined utility, e.g., PET/CT units, only scans involving the PET
function will count towards the minimum number of procedures.

Response: SRMC does not project volumes that will achieve the minimums in this
criterion. SRMC notes, however, that there is a need for the service in the area, and
the project is financially viable. Most patients in the region who need PET scans
currently obtain the service in Nashville, approximately 30 miles from Gallatin. The
availability of PET services at Sumner Station will alleviate the travel burden on
cancer patients. The need for PET services in community is further supported by the
fact that the cancer incidence rates in Sumner and Macon counties are higher than
the statewide average. Based on information in the report fitled Cancer in

12
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Tennessee 2005-2009 published in 2013 by the Division of Policy, Planning and
Assessment, Tennessee Department of Health, the following information is relevant:

e For the period 2005-2009, Tennessee had the 16" highest cancer incidence rate
in the country and the 6" highest cancer mortality rate.
Tennessee’s cancer incidence rate for the period was 476.8 per 100,000.

e Sumner County’s cancer incidence rate for the period was 487.6 per 100,000,
2.3% higher than the Tennessee rate

e Macon County’s cancer incidence rate for the period was 554 per 100,000, 16%
higher than the Tennessee rate.

Given that cancer occurs with more frequently in the service area than the statewide
average, it is important that state of the art cancer diagnostic resources by conveniently

available.

2.

All providers applying for a proposed new PET unit should document that the
proposed location is accessible to approximately 75% of the service area’s
population. Applications that include non-Tennessee counties in their proposed
service areas should provide evidence of the number of existing PET units that
service the non-Tennessee counties and the impact on PET unit utilization in the
non-Tennessee counties, including the specific location of those units located in the
non-Tennessee counties, their utilization rates, and their capacity.

Response: Not applicable.

All providers should document that alternate shared services and lower cost
technology applications have been investigated and found less advantageous in
terms of accessibility, availability, continuity, cost, and quality of care.

Response: The proposal is cost-effective, because it makes use of an existing
building on an existing outpatient campus. A part-time mobile unit was determined
not to be advantageous, because the part-time availability would compromise
availability and convenience.

Any provider proposing a new mobile PET unit should demonstrate that it offers or
has established referral agreements with providers that offer as a minimum, cancer
treatment services, including radiation, medical and surgical oncology services.

Response: Not applicable.

A need likely exists for one additional stationary PET unit in a service area when the
combined average utilization of existing PET service providers is at or above 80% of
the total capacity of 2,000 procedures during the most recent twelve-month period
reflected in the provider medical equipment report maintained by the HSDA. The
total capacity per PET unit is based upon the following formula:

Stationary Units: Eight (8) procedures/day x 250 days/year = 2,000
procedures/year

Mobile Units: Eight (8) procedures/day x 50 days/year = 400 procedures/year

13
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The provider should demonstrate that its acquisition of an additional stationary or
mobile PET unit in the service area has the means to perform at least 1,000
stationary PET procedures or 133 mobile PET procedures per day of operation per
week in the first full one-year period of service operations, and at least 1,600
stationary PET procedures or 320 mobile PET procedures per day of operation per
week for every year thereafter.

Response: Not applicable. The proposed unit is the first PET unit in the service area.

. The applicant should provide evidence that the PET unit is safe and effective for its

proposed use.

a.

The United States Food and Drug Administration (FDA) must certify the
proposed PET unit for clinical use.

Response: FDA approval is documented at Attachment B.II..E., 1.

The applicant should demonstrate that the proposed PET procedures will be
offered in a physical environment that conforms to applicable federal standards,
manufacturer's specifications, and licensing agencies’ requirements.

Response: The applicant will comply with all applicable standards. See
Attachment C., Economic Feasibility -1. In addition, the PET facility will be
operated under the same radiation safety standards set forth in SRMC’s radiation
safety manual.

The applicant should demonstrate how emergencies within the PET unit facility
will be managed in conformity with accepted medical practice.

Response: The PET center will be licensed and operated as part of SRMC and
thus subject to the same emergency management plan and procedures that
otherwise apply SRMC. A patient at the PET center who has a medical
emergency will be transported by ambulance to SRMC.

The applicant should establish protocols that assure that all clinical PET
procedures performed are medically necessary and will not unnecessarily
duplicate other services.

Response: Physicians who refer patients to SRMC for PET procedures will have
no financial interest in SRMC or the PET, and PET procedures will be performed
on only those patients for whom PET is determined to be medically necessary in
the independent medical judgment of the referring physicians. In addition, SRMC
has developed draft protocols, a copy of which is aftached at Atftachment C.,
Need — PET Standards, item 6.d.

The PET unit should be under the medical direction of a licensed physician. The
applicant should provide documentation that attests to the nature and scope of
the duties and responsibilities of the physician medical director. Clinical
supervision and interpretation services must be provided by physicians who are
licensed to practice medicine in the state of Tennessee and are board certified in
Nuclear Medicine or Diagnostic Radiology. Licensure and oversight for the
handling of medical isotopes and radiopharmaceuticals by the Tennessee Board
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of Pharmacy and/or the Tennessee Board of Medical Examiners—whichever is
appropriate given the setting—is required. Those qualified physicians that
provide interpretation services should have additional documented experience
and training, credentialing, and/or board certification in the appropriate specialty
and in the use and interpretation of PET procedures.

Response: The PET service will be under the medical direction of Dr. Glen
Nabors, a board certified radiologist with Sumner Radiology, PC. Other
radiologists in Sumner Radiology are also qualified to interpret PET scans. The
CVs of Dr. Nabors and the other physicians who will interpret PET scans are
aftached at Attachment C, Need-PET Standards, item 6.e.

SRMC already has applicable radiological permits from the Division of necessary
for existing CT services. SRMC has made preliminary inquiry at the Division
regarding a radioactive materials license for the PET at the Sumner Station
campus, and it is confident that it will have no difficulty obtaining the appropriate
license for the PET unit.

All applicants should seek and document emergency transfer agreements with
local area hospitals, as appropriate. An applicant’s arrangements with its
physician medical director must specify that said physician be an active member
of the subject transfer agreement hospital medical staff.

Response: The proposed PET will be operated by SRMC as part of the hospital,
and Dr. Nabors is an active member of SRMC'’s staff.

7. The applicant should provide assurances that it will submit data in a timely fashion
as requested by the HSDA to maintain the HSDA Equipment Registry.

Response: SRMC will submit file its equipment registry reports timely.

8. In light of Rule 0720-4-.01(1), which lists the factors concerning need on which an
application may be evaluated, the HSDA may decide to give special consideration to
an applicant:

a.

Who is offering the service in a medically underserved area as designated by the
United States Health Resources and Services Administration;

Who documents that the service area population experiences a prevalence,
incidence and/or mortality from cancer, heart disease, neurological impairment or
other clinical conditions applicable to PET unit services that is substantially
higher than the State of Tennessee average,

Who is a “safety net hospital” or a “children’s hospital” as defined by the Bureau
of TennCare Essential Access Hospital payment program and/or is a
comprehensive cancer diagnosis and treatment program as designated by the
Tennessee Department of Health and/or the Tennessee Comprehensive Cancer
Control Coalition; or

Who provides a written commitment of intention to contract with at least one
TennCare MCO and, if providing adult services, to participate in the Medicare
program.

15
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Response: SRMC believes it should receive special consideration under this
criterion for several reasons:

e SRMC has long history as a participating provider in the TennCare
program and contracting with all MCOs serving the region.

e As previously noted, the incidence of cancer in Sumner and Macon
counties is higher than the statewide average. The incidence rate in
Sumner County is 2.3% higher than the statewide rate and the incidence
rate in Macon County is 16% higher than the statewide rate. These higher
incidence rates emphasize the need for better access in the community to
cancer diagnosis and treatment capabilities.

o All of Macon County and part of Sumner County are designated as
medically underserved by the United States Health Resources and
Administration.

e PET service does not exist in the area, and the project is financially viable.

c. Applications that include a Change of Site for a proposed new health care institution
(one having an outstanding and unimplemented CON), provide a response to General
Criterion and Standards (4)(a-c) of the Guidelines for Growth.

Response: Not applicable.

2. Describe the relationship of this project to the applicant facility’s long-range development
plans, if any.

Response: SRMC's long-range plan includes the intention to maintain and upgrade services
and technology to meet community expectations for modern health care. This project is
consistent with this plan because it will bring to the community state-of-the-art imaging for the
diagnosis and treatment of cancer.

3. Identify the proposed service area and justify the reasonableness of that proposed area.
Submit a county level map including the State of Tennessee clearly marked to reflect the
service area. Please submit the map on 8 1/2” x 11” sheet of white paper marked only
with ink detectable by a standard photocopier (i.e., no highlighters, pencils, etc.).

Response: SRMC'’s believes its primary service area for PET service will be the same as its
service area for its existing radiation therapy, specifically Sumner and Macon counties. From
2010-2012, approximately 84% of SRMC'’s radiation therapy patients came from these two
counties. SRMC expects a similar proportion of its PET patients will come from these
counties. A map showing the service area is attached as Attachment C., Need - 3.

4. A. 1) Describe the demographics of the population to be served by this proposal.

Response: See demographic information at Atfachment C, Need — 4.A.(1).

2) Using population data from the Department of Health, enrollee data from the Bureau
of TennCare, and demographic information from the US Census Bureau, please
complete the following table and include data for each county in your proposed
service area:
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Demographic Variable/ Sumner Macon Service State of
Geographic Area County County Area Total TN Total

Total Population —

Current Year 2014 172,282 23,188 195,470 6,588,698

Total Population —

Projected Year 2016 177,876 23,654 201,530 6,740,579

Total Population -

o Chang‘; 3.25% 2% 3.1% 2.3%

*Target Population —

Current Year 25,164 3,647 28,811 981,984

*Target Population —

Projected Year 27,389 3,896 31,285 1,069,460

Target Population - o o o o

% Change 8.8% 6.8% 8.6% 8.9%

Target Population —

Projected Year as % of 15.4% 16.5% 15.5% 15.9%

Total

Median Age 38.7 38.3 38

Median Household

heome $55,560 $35,452 $44,140

TennCare Enrollees 24,135 6,061 30,196 1,241,028

TennCare Enrollees as

% of Total 14% 26% 15.4% 18.8%

iy S SR 16,260 5,295 21,555 1,129,610

Persons Below Poverty

Level as % of Total 9.8% 23.5% 11.4% 17.3%

*Target Population is 65+ per application instructions. Sources: Tennessee Department of Health, Division of
Policy, Planning and Assessment, Office of Health Statistics; TennCare Bureau; U.S. Census Bureau.

Describe the special needs of the service area population, including health disparities,
the accessibility to consumers, particularly the elderly, women, racial and ethnic
minorities, and low-income groups. Document how the business plans of the facility will
take into consideration the special needs of the service area population.

Response: SRMC is contracted with all TennCare MCOs and the new facility will thus be
available to all TennCare patients. Cancer disproportionately affects elderly patients,
and cancer patients in the region must travel to Nashville in order to get a PET scan.
The PET service proposed by SRMC will make the technology more accessible to all
patients in the service area.

5. Describe the existing or certified services, including approved but unimplemented CONs, of
similar institutions in the service area. Include utilization and/or occupancy trends for each of
the most recent three years of data available for this type of project. Be certain to list each
institution and its utilization and/or occupancy individually. Inpatient bed projects must include
the following data: admissions or discharges, patient days, average length of stay, and
occupancy. Other projects should use the most appropriate measures, e.g., cases,
procedures, visits, admissions, etc. Projects including surgery should report the number of
cases and the average number of procedures per case.

Response: There are no approved but unimplemented CONs in the service area for PET
service.

22357275v1

17




38

6. Provide applicable utilization and/or occupancy statistics for your institution for each of the
past three (3) years and the projected annual utilization through the two (2) years following
completion of the project. Additionally, provide the details regarding the methodology used to
project utilization. The methodology must include detailed calculations or documentation
from referral sources, and identification of all assumptions.

Response:
2011 2012 2013 Year 1 Year 2
SRMC 241 337

SRMC currently operates the only radiation therapy service in Sumner and Macon counties.
Approximately, 90% of SRMC's radiation therapy volume is from Sumner and Macon counties,
and SRMC has approximately 49% of the radiation therapy market from Sumner and Macon
counties. The Applicant assumes that its patient origin and market share for PET will be similar to
its radiation therapy patient origin and market share. Based on information from the Agency's
equipment registry provided by Alecia Craig, the residents of Sumner and Macon counties in the
period 2011-2013 received an average of 620 PET scans per year. For its PET service, SRMC
assumes in year 1 it will serve 35% of the PET patients from Sumner and Macon counties and
these patients will be 90% of its total PET volume for the year, and in year 2 it will serve 49% of
the PET patients from Sumner and Macon counties and these patients will be 90% of total PET
volumes. The projections set forth above are based on these assumptions.

ECONOMIC FEASIBILITY

1. Provide the cost of the project by completing the Project Costs Chart on the following page.
Justify the cost of the project.

* All projects should have a project cost of at least $3,000 on Line F. (Minimum CON
Filing Fee). CON filing fee should be calculated from Line D. (See Application
Instructions for Filing Fee)

* The cost of any lease (building, land, and/or equipment) should be based on fair
market value or the total amount of the lease payments over the initial term of the
lease, whichever is greater. Note: This applies to all equipment leases including by
procedure or “per click” arrangements. The methodology used to determine the total
lease cost for a "per click" arrangement must include, at a minimum, the prOJected
procedures, the "per click" rate and the term of the lease.

* The cost for fixed and moveable equipment includes, but is not necessarily limited
to, maintenance agreements covering the expected useful life of the equipment;
federal, state, and local taxes and other government assessments; and installation
charges, excluding capital expenditures for physical plant renovation or in-wall
shielding, which should be included under construction costs or incorporated in a
facility lease.

* For projects that include new construction, modification, and/or renovation;
documentation must be provided from a licensed architect or construction
professional that support the estimated construction costs. Please provide a letter
that includes:

1) a general description of the project;
18
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estimate of the cost to construct the project to provide a physical
environment, according to applicable federal, state and local construction
codes, standards, specifications, and requirements; and

attesting that the physical environment will conform to applicable federal
standards, manufacturer's specifications and licensing agencies’
requirements including the most recent AIA Guidelines for Design and
Construction of Hospital and Health Care Facilities.

Response: Architect letter attached at Aftachment C., Economic Feasibility - 1.

22357275v1

19



40

PROJECT COSTS CHART

SUPPLEMENTAL-2

September 29, 2014

A. Construction and equipment acquired by purchase: 1H:E0am
1. Architectural and Engineering Fees $75,000
2. Legal, Administrative (Excluding CON Filing Fee), $47.000

Consultant Fees
3. Acquisition of Site
4. Preparation of Site
5. Construction Costs $460,000
6. Contingency Fund $115,000
7. Fixed Equipment (Not included in Construction Contract) $1,698,228
8. Moveable Equipment (List all equipment over $50,000) $486,134
(no items over $50,000)

9. Other (Specify)

B. Acquisition by gift, donation, or lease:
1. Facility (inclusive of building and land)
2. Building only
Sl Land only
4, Equipment (Specify)
SH Other (Specify)

C. Financing Costs and Fees:
1. Interim Financing
2. Underwriting Costs
Sk Reserve for One Year's Debt Service
4 Other (Specify)

D. Estimated Project Cost
(A+B+C)

E. CON Filing Fee

F. Total Estimated Project Cost

(D+E)

22816220v1

TOTAL

20-R(2)

$2,881,362

$6.483

$2,887,845
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Identify the funding sources for this project.

Please check the applicable item(s) below and briefly summarize how the project will be
financed. (Documentation for the type of funding MUST be inserted at the end of the
application, in the correct alpha/numeric order and identified as Attachment C,

Economic Feasibility-2.)

A. Commercial loan--Letter from lending institution or guarantor stating favorable initial
contact, proposed loan amount, expected interest rates, anticipated term of the loan,
and any restrictions or conditions;

B. Tax-exempt bonds--Copy of preliminary resolution or a letter from the issuing authority
stating favorable initial contact and a conditional agreement from an underwriter or
investment banker to proceed with the issuance;

C. General obligation bonds—Copy of resolution from issuing authority or minutes from
the appropriate meeting.

D. Grants--Notification of intent form for grant application or notice of grant award; or
E. Cash Reserves--Appropriate documentation from Chief Financial Officer.

F. Other—Identify and document funding from all other sources.

Response: Funding confirmation attached at Attachment C, Economic Feasibility -2.

3.

Discuss and document the reasonableness of the proposed project costs. If applicable,
compare the cost per square foot of construction to similar projects recently approved by the
Health Services and Development Agency.

Response: According to the HSDA's website, the 2011-2013 construction costs for hospitals
in the 3° quartile were $249.00 per sq. ft. for renovation. The construction costs for the
project are projected to be $322.80 per sq. ft. for renovation, which is reasonable as
confirmed by the project architect.

Complete Historical and Projected Data Charts on the following two pages--Do not modify
the Charts provided or submit Chart substitutions! Historical Data Chart represents
revenue and expense information for the last three (3) years for which complete data is
available for the institution. Projected Data Chart requests information for the two (2) years
following the completion of this proposal. Projected Data Chart should reflect revenue and
expense projections for the Proposal Only (i.e., if the application is for additional beds,
include anticipated revenue from the proposed beds only, not from all beds in the facility).

Note that “Management Fees to Affiliates” should include management fees paid by
agreement to the parent company, another subsidiary of the parent company, or a third party
with common ownership as the applicant entity. "Management Fees to Non-Affiliates” should
also include any management fees paid by agreement to third party entities not having
common ownership with the applicant. Management fees should not include expense
allocations for support services, e.g., finance, human resources, information technology,
legal, managed care, planning marketing, quality assurance, efc. that have been
consolidated/centralized for the subsidiaries of a parent company.
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5. Please identify the project's average gross charge, average deduction from operating
revenue, and average net charge.

Response: Average gross charge per treatment is $7,500, average deduction will be $5,595
and average net charge will be $1,905.
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HISTORICAL BATA CHART SU'P:PLEMENTAL- 1

Give information for the last three (3) years for which complete data are available: ﬁemembmya& 2014

agency. The fiscal year begins in __January  (Month). L‘r"i; 4:05pm
Year 2011 Year 2012 Year 2013
A.  Utilization Data (Adjusted Admissions) 14,330 15,146 15,967
B. Revenue from Services to Patients
1.  Inpatient Services $147,022,000 $178,940,000 $222,998,000
2 Outpatient Services 162,648,000 196,626,000 221,909,000
3. Emergency Services 34,577,000 _ 41,567,000 _ 52,971,000
4 Other Operating Revenue 2,312,000 2,145,000 1,065,000
(Specify)
Gross Operating Revenue $346,559,000 $419,278,000 $498,923,000

C. Deductions from Gross Operating Revenue

1.  Contractual Adjustments

2. Provision for Charity Care

3.  Provisions for Bad Debt

Total Deductions

NET OPERATING REVENUE
D. Operating Expenses
Salaries and Wages
Physician's Salaries and Wages
Supplies
Taxes
Depreciation
Rent
Interest, other than Capital
Management Fees:
a. Fees to Affiliates
b. Fees to Non-Affiliates

9.  Other Expenses — Specify on Page 21

Total Operating Expenses

E. Other Revenue (Expenses) — Net (Specify)
NET OPERATING INCOME (LOSS)
F.  Capital Expenditures

1.  Retirement of Principal

2, Interest

O N O A LN -

Total Capital Expenditures

NET OPERATING INCOME (L.OSS)
LESS CAPITAL EXPENDITURES

23-R
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$221,391,000

$286,650,000

$351,127,000

8,248,000

8,372,000

9,247,000

14,402,000

18,846.000

24,538,000

$244,041,000

$313,868,000

$384,912,000

$102,518,000

$105,410,000

$114,011,000

$.45,972,000

$.45,996.000

$.48,697,000

16,054,000

16,662,000

17,116,000

6,945,000

6.959.000

10,112,000

9,397,000

9,640,000

8.408.000

507.000

171.000

618,000

3,741.000

4,090,000

4,408,000

14,961,000

17.589.000

18,246,000

$97,677,000

$101,106,000

$107,605,000

$

$

$

$_ 4,941,000

$_ 4,304,000

$_ 6,406,000

$_4.941,000

$_4.304,000

$_6,406,000



Give information for the two (2) years following the completion
begins in _January _ (Month).

A. Utilization Data (PET Scans)

44
PROJECTED DATA CHART

B. Revenue from Services to Patients

1.

2.
B!
4

Inpatient Services

Outpatient Services

Emergency Services

Other Operating Revenue (Specify)

Year 2016
241

of this proposal. The fiscal year

Year 2017
337

$

$

1,808,000

2,528,000

Gross Operating Revenue

C. Deductions from Gross Operating Revenue

1.
28
3.

NET OPERATING REVENUE
D. Operating Expenses
Salaries and Wages

NN

E. Other Revenue (Expenses) — Net (Specify)
NET OPERATING INCOME (LOSS)

F. Capital Expenditures

Retirement of Principal

1.
2.

NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES

22357275v1

Contractual Adjustments

Provision for Charity Care

Provisions for Bad Debt

Total Deductions

Physician’s Salaries and Wages

Supplies
Taxes
Depreciation
Rent

Interest, other than Capital

Management Fees
a. Fees to Affiliates
b. Fees to Non-Affiliates

Other Expenses — Specify on Page 23

Interest

Total Operating Expenses

$_1,808,000

$_1.245,000

$_2,528,000

$_1,741,000

38,000

54,000

65,000

91,000

$_1,348.000

$_1,886,000

$__ 459,000

$__ 642,000

$___ 54,000

$__ 54,000

75,000

121,000

11.000

42,000

259,000

259,000

42,000

101,000

$_ 441,000

$__577,000

82

R

Total Capital Expenditures

24

£

18,000

£

65,000

$__18,000

$___65,000
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HISTORAL DATA CHART — OTHER EXPENSES
September 25, 2014

OTHER EXPENSES CATEGORIES Year 2011 Year _2012  Year _201 34.05pm
1. Professional Fees $ 2564000 $ 2,597,000 $_ 3.472.000
2. Contract Services 4,833,000 5,323,000 5,291,000
3. Repairs and Maintenance 3,485,000 3,485,000 3,854,000
4. Utilities 2,583,000 2,584,000 2,665,000
5. Insurance (181.000) 843,000 604,000
6. Investment Income (89,000)
7. Other (Marketing, Recruiting, etc.) 1,766,000 2,757,000 2,360,000
Total Other Expenses $ 14,961,000 $_ 17,589,000 $_18,246,000
PROJECTED DATA CHART - OTHER EXPENSES
OTHER EXPENSES CATEGORIES Year _ 2017 _ Year _ 2018
1. Professional Fees $ $
2. Contract Services
3. Repairs and Maintenance 59.000
4. Utilities 12,000 12,000
5. Marketing, recruiting, etc. 30,00 30,000
6.
7.
Total Other Expenses $ 42,000 $ 101,000

25-R
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6. A. Please provide the current and proposed charge schedules for the proposal. Discuss
any adjustment to current charges that will result from the implementation of the
proposal. Additionally, describe the anticipated revenue from the proposed project and
the impact on existing patient charges.

Response: The average gross charge for PET scans will be $7,500 per scan. This is a
new service for SRMC, so it will not impact existing patient charges.

B. Compare the proposed charges to those of similar facilities in the service area/adjoining
service areas, or to proposed charges of projects recently approved by the Health
Services and Development Agency. If applicable, compare the proposed charges of the
project to the current Medicare allowable fee schedule by common procedure
terminology (CPT) code(s).

Response: Based on 2013 information from the Health Services and Development
Agency’s Equipment Registry, SRMC's proposed charge will be slightly over the 3"
Quartile for the state, which is $7,307.21. The median charge from the Equipment
Registry is $4,834.25. A comparison of SRMC’s proposed charge and the Medicare
allowable by procedure follows:

CPT Description SRM Change Medicare Allowable
78811 PET, 1H area $7,500 $1,056.12
78812 PET, skull-thigh $7,500 $1,056.12
78813 PET, full body $7,500 $1,056.12
78814 PET, w/ct Itd $7,500 $1,056.12
78815 PET, w/ct skull-thigh $7,500 $1,056.12
78816 PET, w/ct full body $7,500 $1,056.12

7. Discuss how projected utilization rates will be sufficient to maintain cost-effectiveness; how
financial viability will be ensured within two years; and demonstrate the availability of
sufficient cash flow until financial viability is achieved.

Response: As indicated in the Projected Data Chart, the project will achieve positive financial
results in the first year.

8. Discuss the project's participation in state and federal revenue programs including a
description of the extent to which Medicare, TennCare/Medicaid, and medically indigent
patients will be served by the project. In addition, report the estimated dollar amount of
revenue and percentage of total project revenue anticipated from each of TennCare,
Medicare, or other state and federal sources for the proposal’s first year of operation.

Response: SRMC is contracted with all TennCare MCOs that serve the region, and it is
committed to do so in the future. Gross revenues from TennCare in year 1 are projected fo be
$120,000 (6.63%) and gross revenues from Medicare are projected to be $816,000 (45.13%).

9. Provide copies of the balance sheet and income statement from the most recent reporting
period of the institution and the most recent audited financial statements with accompanying
notes, if applicable. For new projects, provide financial information for the corporation,
partnership, or principal parties involved with the project. Copies must be inserted at the end
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of the application, in the correct alpha-numeric order and labeled as Attachment C, Economic
Feasibility-9.

Response: SRMC does have an audited financial statement, but it's 2013 unaudited balance
sheet and income statement are attached under Attachment C, Economic Feasibility - 9.

Describe all alternatives to this project which were considered and discuss the advantages
and disadvantages of each alternative including but not limited to:

a. A discussion regarding the availability of less costly, more effective, and/or more
efficient alternative methods of providing the benefits intended by the proposal. If
development of such aiternatives is not practicable, the applicant should justify why not;
including reasons as to why they were rejected.

Response: Since SRMC already owns the building at Sumner Station, and in light of the
outpatient services and medical offices that are on site at Sumner Station, SRMC did
not consider alternative sites. Any other site would have been substantially more
expensive because of the need to purchase land and construct a building or the need fto

lease space.

Another alternative would have been to contract with a mobile service on a part-time
basis. SRMC determined that investing in a fixed PET unit as the superior alternative,
because the fixed unit provides maximum availability and flexibility for patients and the
fixed service achieves a positive financial result.

b. The applicant should document that consideration has been given to alternatives to new
construction, e.g., modernization or sharing arrangements. It should be documented that
superior alternatives have been implemented to the maximum extent practicable.

Response: This project does not involve new construction, but makes cost-effective use
of an existing building.

CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE

1.

List all existing health care providers (e.g., hospitals, nursing homes, home care
organizations, etc.), managed care organizations, alliances, and/or networks with which the
applicant currently has or plans to have contractual and/or working relationships, e.g., transfer
agreements, contractual agreements for health services.

Response: Lists of managed care contracts and provider contracts are attached under
Attachment C, Contribution to the Orderly Development of Health Care — 1.

Describe the positive and/or negative effects of the proposal on the health care system.
Please be sure to discuss any instances of duplication or competition arising from your
proposal including a description of the effect the proposal will have on the utilization rates of
existing providers in the service area of the project.

Response: This project will have only positive effects, because of improved patient

convenience. In addition, SRMC believes the presence of PET service in the community will

enhance the confidence of Sumner and Macon county residents that they can receive first-

class treatment in their community rather traveling to Nashville. PET service does not

currently exist in the market, so the project will not affect any other provider in the service
27
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area. The patient benefits from PET services being available at Sumner Station are confirmed
by the letter of support from Tennessee Oncology attached at Attachment C., Ordetly
Development of Health Care — 2.

3.  Provide the current and/or anticipated staffing pattern for all employees providing patient care
for the project. This can be reported using FTEs for these positions. Additionally, please
compare the clinical staff salaries in the proposal to prevailing wage patterns in the service
area as published by the Tennessee Department of Labor & Workforce Development and/or
other documented sources.

Response: The PET service will require only 1 nuclear medicine technologist FTE:

Position FTE Salary
Nuclear Medicine Technologist 1 $54,000

4. Discuss the availability of and accessibility to human resources required by the proposal,
including adequate professional staff, as per the Department of Health, the Department of
Mental Health and Substance Abuse Services, and/or the Department of Intellectual and
Developmental Disabilities licensing requirements.

Response: The PET service will require only 1 addition to clinical staff. SRMC foresees no
difficulty in filling this position.

5. Verify that the applicant has reviewed and understands all licensing certification as required
by the State of Tennessee for medical/clinical staff. These include, without limitation,
regulations concerning physician supervision, credentialing, admission privileges, quality
assurance policies and programs, utilization review policies and programs, record keeping,
and staff education.

Response: SRMC has reviewed and understands licensing and certification requirements
applicable to its medical and clinical staff.

6. Discuss your health care institution’s participation in the training of students in the areas of
medicine, nursing, social work, etc. (e.g., internships, residencies, etc.).

Response: SRMC has an agreement with Austin Peay University, under which SRMC is a
clinical training site for radiation therapy technologists. The Sumner Station campus is
covered by this agreement,

7. (a) Please verify, as applicable, that the applicant has reviewed and understands the
licensure requirements of the Department of Health, the Department of Mental Health
and Substance Abuse Services, the Department of Intellectual and Developmental
Disabilities, and/or any applicable Medicare requirements.

Response: SRMC has viewed and understands the licensing requirements of the
Department of Health.

(b) Provide the name of the entity from which the applicant has received or will receive
licensure, certification, and/or accreditation.

Licensure: Tennessee Department of Health
28
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Accreditation: Joint Commission. SRMC’s cancer program is accredited by the American
College of Surgeons Commission on Cancer Care.

(c) If an existing institution, please describe the current standing with any licensing,
certifying, or accrediting agency. Provide a copy of the current license of the facility.

Response: SRMC is accredited by the Joint Commission and its cancer program is
accredited by the American College of Surgeons Commission on Cancer Care. A copy
of SRMC'’s license from the Tennessee Department of Health and Joint Commission
accreditation are attached under Attachment C, Contribution to the Orderly
Development of Health Care — 7(c).

(d) For existing licensed providers, document that all deficiencies (if any) cited in the last
licensure certification and inspection have been addressed through an approved plan of
correction. Please include a copy of the most recent licensure/certification inspection
with an approved plan of correction. Please also discuss what measures the applicant
has or will put in place to avoid being cited for similar deficiencies in the future.

Response: A copy of SRMCs’ most recent survey and the plan of correction relative to
the survey is attached under Attachment C.,Contribution fo the Orderly Development of

Health Care -7(d).

8. Document and explain any final orders or judgments entered in any state or country by a
licensing agency or court against professional licenses held by the applicant or any entities or
persons with more than a 5% ownership interest in the applicant. Such information is to be
provided for licenses regardless of whether such license is currently held.

Response: There are no judgments or orders to be reported in response to this item.

9. Identify and explain any final civil or criminal judgments for fraud or theft against any person
or entity with more than a 5% ownership interest in the project.

Response: There are no judgments to be reported in response to this item.

10. If the proposal is approved, please discuss whether the applicant will provide the Tennessee
Health Services and Development Agency and/or the reviewing agency information
concerning the number of patients treated, the number and type of procedures performed,
and other data as required.

Response: SRMC will provide to the Health Services and Development Agency the
information described in this item.
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PROOF OF PUBLICATION

Attach the full page of the newspaper in which the notice of intent appeared with the mast
and dateline intact or submit a publication affidavit from the newspaper as proof of the
publication of the letter of intent.

Response: Proof of Publication Attached.

NOTIFICATION REQUIREMENTS

(Applies only to Nonresidential Substitution-Based
Treatment Centers for Opiate Addiction)

Please note that Tennessee Code Annotated 68-11-1607(c)(3) states that “...Within ten (10) days
of filing an application for a nonresidential substitution-based treatment center for opiate addiction
with the agency, the applicant shall send a notice to the county mayor of the county in which the
facility is proposed to be located, the member of the House of Representatives and the Senator of
the General Assembly representing the district in which the facility is proposed to be located, and
to the mayor of the municipality, if the facility is proposed to be located within the corporate
boundaries of a municipality, by certified mail, return receipt requested, informing such officials that
an application for a nonresidential substitution based treatment center for opiate addiction has
been filed with the agency by the applicant.”

Please provide this documentation.

DEVELOPMENT SCHEDULE

Tennessee Code Annotated § 68-11-1609(c) provides that a Certificate of Need is valid for a
period not to exceed three (3) years (for hospital projects) or two (2) years (for all other
projects) from the date of its issuance and after such time shall expire; provided, that the
Agency may, in granting the Certificate of Need, allow longer periods of validity for
Certificates of Need for good cause shown. Subsequent to granting the Certificate of Need,
the Agency may extend a Certificate of Need for a period upon application and good cause
shown, accompanied by a non-refundable reasonable filing fee, as prescribed by rule. A
Certificate of Need which has been extended shall expire at the end of the extended time
period. The decision whether to grant such an extension is within the sole discretion of the
Agency, and is not subject to review, reconsideration, or appeal.

30

22357275v1



Pk o
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: Affidavit of Publications g
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Newspaper: THE TENNESSEAN
State Of Tennessee TEAR SHEET
ATTACHED
Account Number: 540358
Advertiser: BUTLER, SNOW, O'MARA, STEVENS
RE: Sumner Regional Medical Center — CERTIFTI
I Y \JP/QJULL{ Sales Assistant for the
]

above mentioned newspaper, hereby certify that the attached

advertisement appeared in said newspaper on the following dates:

/
9/10/2014 ’Y\ \'PJ’—MM

Subscribed and sworn to me this ’é) day of Xw , 2014

So. @

NOTARY PUBLIC

- TENNESSEE
ta\ NOTARY

“amO8sGNTco
O, 22y, ()
Yy Ry ﬂ-ﬁ:qg,a 3
SioN gxe\™
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0101764279
NOTIFICATION OFANTENT TO APPLY FOR A
CERTFICATE OF NEED
| This is_topfovide official notice to the
ervices and Development Agen-
cy and all interested parties, in accord-
ance with T.C.A. § 68-11-1601 et seq., and
the Rules of the Health Services and De-
velopment Agency, that: . )
sumner Regional Medical Center, a hospi-
tal owned by: Sumner Regional Medical
Center, LLC with an ownership type of
limited liability company .
intends to file an application for a Certifi-
cate of Need to initiate positron emission
tomography ("PET") service at its exist-
ing outpatient campus known as Sumner
Station, located at 225 Big Station Camp
Boulevard, Gallatin, Tennessee. The proj-
ect will require build-out of approximate-
l¥] 1,425 square feet of existing space and
the purchase of G.E. Discovery PET/CT
Imaging System. The total proglect cost is
approximately $2,687,896. The project
does not involve a change in licensed
bed capacity or the initiation of any serv-
ice requiring a certificate of need, except
positron emission tomography.

The anticipated date of filing the applica-
tionis: September 15,2014

The contact person for this project is Dan
Elrod, Attorney, who may be reached at:
Butler Snow LLP, 150 3rd Avenue South,
Suite 1600, Nashville, TN 37201 615 /
651-6702

Upon written request by interested par-
ties, a local Fact-Finding public hearing
shall_ be conducted. Written requests for
hearing should be sent to:

Health Services and Development

99"‘?}’ .
Andrew Jackson Building, Sth floor
502 Deaderick Street
Nashville, Tennessee 37243

The published Letter of Intent must con-
tain the following statement pursuant to
T.C.A, § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Cer-
tificate of Need gﬁplicatlon must file a
written notice with the Health Services
and Development Agency no later than
fifteen (15) days before the regularly
scheduled Health Services and DeveIoF-
ment Agency meeting at which the appli-
cation is originally scheduled; and (B)
Any other person wishing to 0ppose the
application must file written objection
with the Health Services and Develop-

ment Agency at or prior to the considera-

tion of the application by the Agency.

NVESSANNE], FHL
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1. Please complete the Project Completion Forecast Chart on the next dage. If the project

will be completed in multiple phases, please identify the anticipated"completion date
for each phase.

2. If the response to the preceding question indicates that the applicant does not
anticipate completing the project within the period of validity as defined in the
preceding paragraph, please state below any request for an extended schedule and
document the “good cause” for such an extension.

Form HF0004
Revised 08/01/2012

Previous Forms are obsolete
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September 25, 2014
4:05pm

LD
PROJECT COMPLETION FORECAST CHART éj
17

Enter the Agency projected Initial Decision date, as published in T.C.A. §68-11-1609(c): Dec. 2014

Assuming the CON approval becomes the final agency action on that date; indicate the number of
days from the above agency decision date to each phase of the completion forecast.

Anticipated Date

DAYS

Phase REQUIRED (MONTH/YEAR)
1. Architectural and engineering contract signed Dec. 2014
2. Construction documents approved by the Tennessee

Department of Health 90 April. 2015
3.  Construction contract signed 90 April 2015
4. Building permit secured 120 May 2015
8.  Site preparation completed N/A N/A
6. Building construction commenced 145 May 2015
7.  Construction 40% complete 210 July 2015
8.  Construction 80% complete 270 Sept. 2015

Construction 100% complete (approved for occupancy) 330 Nov. 2015
10. *Issuance of license 330 Nov. 2015
11. *Initiation of service 345 Dec. 2015
12. Final Architectural Certification of Payment 345 Dec. 2015
13. Final Project Report Form (HF0055) 420 Feb. 2016

* For projects that do NOT involve construction or renovation: Please complete items
10 and 11 only.

Note: If litigation occurs, the completion forecast will be adjusted at the time of the final
determination to reflect the actual issue date.

32-R
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AFFIDAVIT

/
STATEOF _/@pnfssec-
COUNTY OF La viAson

Dan H. Elved

§ 68-11-1601, et seq., and that the responses to this application or any other questions
deemed appropriate by the Health Services and Development Agency are true and

complete.

o

, being first duly sworn, says that he/she
is the applicant named in this application or his/her/its lawful agent, that this project will be
completed in accordance with the application, that the applicant has read the directions to
this application, the Rules of the Health Services and Development Agency, and T.C.A.

4
Sworn to and subscribed before me this [5 day of SB.D"/—

Public in and for the County/State of @W W V/ffmw .

7

&

g/

SIGNATURE/TITLE

, D014 aNotary

(Month)

M@ @mu%’-/

My commission expires 3 & '%7

NOTARY PUBLIC

““il"l""""
’,

(Month/Day)

22357275v1
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Attachment A, Item 3

Organizational Documents
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Attachment A, Item 4

Organizational Chart
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LifePoint Hospitals

Sumner Regional
Medical Center, LLC

Note: This chart shows only the entities pertinent to the application. It is not possible to produce
a chart that includes all 58 hospitals operated by LifePoint, but a list of LifePoint
hospitals in Tennessee is attached.

22639236v1
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LifePoint Hospitals in Tennessee

Livingston Regional Hospital
315 Oak Street
Livingston, TN 38570

Riverview Regional Medical Center
158 Hospital Dr
Carthage, TN 37030

Southern Tennessee Regional Healthy System at Lawrenceburg
1607 South Locust Ave
Lawrenceburg, TN 38464

Southern Tennessee Regional Health System at Sewanee
1260 University Ave
Sewanee, TN 37375

Southern Tennessee Regional Health System at Pulaski
1265 East College Street
Pulaski, TN 38478

Southern Tennessee Regional Health System at Winchester

185 Hospital Rd
Winchester, TN 37398

Starr Regional Medical Center
1114 West Madison Ave
Athens, TN 37303

Starr Regional Medical
886 Highway 411 North
Etowah, TN 37331

Sumner Regional Medical Center
555 Hartsville Pike
Gallatin, TN 37066

Trousdale Medical Center
500 Church Street
Hartsville, TN 37074
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Attachment B, ITI(A)

Plot Plan
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SITE IMPROVEMENT AREA
PROJECT LOCATION

RADIATION ONCOLOGY EJNIT at SUMNER STATION @
for SUMNER REGIONAL MEDICAL CENTER

GALLATIN, TN 37066 _
03/07/2014 - C.0.N. SUBMITTAL - NOT FOR CONSTRUCTION
HINSON MILLER KICKIRILLO ARCHITECTS PLLC SITE IMPROVEMENT=37,000 SF
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Attachment B, IV

Floor Plan
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PET SCANNER at SUMNER STATION
for SUMNER REGIONAL MEDICAL CENTER

GALLATIN, TENNESSEE

AUGUST 15, 2014
HINSON MILLER KICKIRILLO ARCHITECTS, PLLC
C.O.N. SUBMITTAL - NOT FOR CONSTRUCTION

16'
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Attachment C, Need — PET Standards, item 6.d.

Protocols
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Imaging Orders for Positron Emission Tomography (PET)/Computed Tomography (CT)

Scope: Positron Emission Tomography (PET)/Computed Tomography (CT)
Purpose: To provide guidelines for PET/CT procedures.

Policy: All requests, exam protocols and reports related to PET/CT procedures must be in compliance with
current appropriate use criteria for PET/CT studies published periodically by the American College of
Radiology. All exam protocols must be approved by the Medical Director of Radiology.

Procedure:

e PET/CT procedure appointments shall be scheduled through the Sumner Regional Medical Center
(SRMC) central scheduling department.

e PET/CT procedures will be completed according toa signed order provided by a referring
physician. All orders must include reason for cxammatlon diagnosis, physician’s signature, date
and time.

e Al PET/CT reports will be read by board cemﬁed radiologists with appropriate Nuclear Medicine
and PET/CT training,

PET/CT reports will be available via hosp:tal mfurmatlon system and images retained in PACS.
All laboratory testing will be completed and all orders w:Il be verified prior to
Fluorodeoxyglucose (FDG) i m_] ection.

e  The processes, policies and pr' ocedures related to PET!CT patient testing shall be monitored for

accuracy and compliance. .

/e
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Attachment C, Need — PET Standards, item 6.e.

Physician CVs
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Glenn F. Nabors, Jr.
620 Hartsville Pike
Gallatin, TN 37066

(615) 452-9470 Glenn.Nabors@Ipnt.net

Certifications

Fellowship

Residency

Education

Employment

American Board of Radiology
e Effective June 1994

University of South Florida Tampa, FL
e Neuroradiology 1994-1995

Methodist Hospital Memphis, TN
e Diagnostic Radiology 1990-1994
e Transitional Intern 1989-1990

UT College of Medicine Memphis, TN
e Doctor of Medicine June 1989

Tennessee Technological University Cookeville, TN
e Electrical Engineering June 1984

Sumner Radiology PC, Gallatin, TN
December 30, 1996 to Present

East Pasco Radiology Associates, Zephyrhills, FL
July 1995 — December 1996

Licensure Tennessee 1990



Certifications

Fellowship

Residency

Education

Honors

Experience

Publication

Activities

Interests

Membership

68

Elton Benjamin Greene
229 Village at Vanderbilt, Nashvllle, TN 37212
email: ebengreene@gmail.com
phone: (901) 233-1392

ABR Board Certification in Diagnostic Radiology
* Effective July 1,2012

Vanderbilt Neuroradiology Fellowship
» Neuroradiology Fellow, July 2012-Present

UT/Methodist Healthcare Radiology Residency, Memphis, TN
* Diagnostic Radiology Resident, 2008-present
* Transitional Intern, 2007-2008

University of Tennessee Health Sciences Center (UTHSC), Memphis, TN
* Doctor of Medicine, 2007

Emory University, Atlanta, GA
¢ BAin Religion and Psychology, 1998

Summit Alumni Merit Scholarship, UTHSC
*  Full tuition, four year medical school scholarship.

Education Specialist, Philadelphia High School Partnership, 1998-2001
* Facilitated teams of high school students creating service-learning
volunteer projects in the Philadelphia, PA metro area.

Cohen HL, Greene EB, Boulden TP. The Vomiting Neonate or Young
Infant, Ultrasound Clinics January 2010; Volume 5, Issue 1: pages 97-
112'

President, Council for Area and International Qutreach, UTHSC

s Oversaw $16,000 per year in grants for UT medical students traveling
abroad and addressing local health disparities in Memphis.

Varsity Swimming, Emory University, 1995-1997

Photography

RSNA, member since 2008
ACR, member since 2008
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MICHAEL BAZZANI

620 Harlsville Pike Gallatin, TN 37066 ;(G15) 452 9470

ELUCATION | UNIVERSITY OF ILLINQIS. SPRIMGFIELD L
MERICAL SCHOOL  AUGUST 30 TO Mive 200)
LINIVERSITY QF ILLIGIS, SPIRINGTIELD 1L

UMIVERSITY O 1LLINOIS, SPRINGTIELD L
KESHIENGY G4 RADIDLOEGEY

CMWERSITY OF BIAML MIRMI,
FELLOWSHIY MR

e Dy siisT [ Sumner Radiology PC, Galtain, TN
July, 2009 to Present

Unaversity OF Mianu, Miarmi, FL
July, 2008 to June, 2009
Unwversily of llinois, Chicago. IL

July, 2004 to June, 2008

BOARD CERTICIEY | Amencan Board of Radiology 6/3/2008
IN RADIOLOCY
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To: 3283386

CURRICULUM VITAE WILLIAM LEE KRAFT, MD

PERSONAL INFORMATION

Social Security Number 371 46 9908

Personal Address

Birth Date
Birth Place
Citizenship
EDUCATION
High School

Undergraduate

Medical School

Internship

Residency

Fellowship

2325 Nashville Pike Apt, 902
Gallatin, TN 37066

Dec 24, 1956
Detroit, M1
United States

Cranbrook School
Bloomfield Hills, MI
Graduated with Honors, 1974

University of Michigan
Ann Arbor, MI
BA in Zoology with High Honors, 1978

University of California at Los Angeles
MD, 1982

LDS Hospital

Salt Lake City, UT
Internal Medicine
June 1982 - June 1983

Los Angeles County/ University of Southern
California Medical Center

Los Angeles, CA
July 1933 to June 1987

Angiography/Interventional Radiology

University of Texas M.D. Anderson Cancer Center

Houston, TX
July 1987 - June 1988

Page:1/9
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RUG-1B8-20194 12:85 From:suaner Ta:3283366

CURRICULUM VITAE WILLIAM LEE KRAFT,MD page 2

LICENSURE

California Certificate #351739
Florida License #MES53465
Tennessee License #2884533

BOARD CERTIFICATION

Diplomate National Board of Medical
Examiners 1983

Diplomate American Board of Radiology
Diagnostic Radiology 1987

Diplomate American Board of Radiology
Certificate of Added Qualification in
Nenroradiology 1996

HOSPITAL APPOINTMENTS
Medical Staff Membership

Columbia Dade City Hospital
Dade City, FL
1988 to 1997

Spring Hill Regional Medical Center
Spring Hill, FL
1995 to 2001

Brooksville Regional Medical Center
Brooksville, FL
1995 to 2001

East Pasco Medical Center

Zﬂphyrbﬂls, FL
1988 to 2002

Pase:279
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CURRICULUM VITAE WILLIAM LEE KRAFT,MD page3

Medical Staff Membership (continued)

Sumner Regfonal Medical Center
Gallatin, TN
2002 to present

Trousdale Medical Center
Hartsville, TN
2002 to present

Macon County General Hospital
Lafayette, TN
2002 to present

Smith County Memorial Hospital
Carthage, TN
2002 to present

Carthage General Hospital
Carthage, TN
2002 to present

Board of Trustees

Columbia Dade City Hospital
Dade City, FL
1993 to 1997

Chief of Staff

Colursbia Dade City Hospital
Dade City, FL
1996 to 1997

Medical Director Departroent of Radiology
East Pasco Medical Center
hyrhills, FL
1993 to 1998

Paoe:3/9
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Matthew K. Jones
1263 Clark Way
Palo Alto, CA 94304
901.258.0389

mkj1560@gmail.com
Professional Education
Stanford University Medical Center Stanford, CA
Body Imaging Fellowship 2012-2013

Training in all facets of body imaging, including CT, MR, US, image-guided
procedures (CT and US), PET/CT, and virtual colonoscopy with additional

training in mammography.
American Board of Radiology
Board Certification, Diagnostic Radiology 2012
University of Tennessee/Methodist Healthcare Memphis, TN
Radiology Residency 2008-2012

Intensive training in all subspecialties of radiology, including mammography
{MQSA qualified), nuclear medicine (NRC authorized user), and

neuroradiology.

University of Tennessee/Methodist Healthcare Memphis, TN
Transitional Interaship 2007-2008
University of Tennessee College of Medicine Memphis, TN
Doctor of Medicine 2003-2007
Vanderbilt University | Nashville, TN
Bachelor of Science, Neuroscience 1999-2003
Work Experience

Arkansas Methodist Medical Center Paragould, AR
Adjunct Radiologist 2011-2012

Provided final interpretations of all radlographs, CT, US, and nuclear medicine
studies performed during thirteen weekends in a community hospital.

Awards

Vanderbilt University Dean's Select Honors Scholarship (full tuition)  1999-2003
Natlonal Merit Scholarship 1999
Current Medical Licenses

California

Professional Memberships
American College of Rad(ology, Radiologic Soclety of North America, American
Roentgen Ray Soclety
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References

R. Brooke Jeffrey, M.D.

Professor of Radiology, Stanford University
300 Pasteur Dr,, Room H1307

Stanford, CA 94305

(650) 723-8463

bjeffrey@stanford.edu

Michael Federle, M.D.

Professor of Radiology, Stanford University
300 Pasteur Dr., Grant Building S-092
Stanford, CA 94305

(650) 721-6411

federle@stanford.edu

Randall Scott, M.D,

Professor of Radiology, Unlversity of Tennessee Health Science Center
1030 Jefferson Ave.

Memphis, TN 38104

(901) 577-7466

rascott@uthsc.edu
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MICHAEL A. HENCEY
1634 LATIMER LANE
HENDERSONVILLE, TN 37075
(615) 264.9255

EMPLOYMENT:  Sumner Radiology
Gallatin, TN Jan 2004 to current

Memorial Hospital, Department of Radiology
Tampa, FL 1994-2003

Consultant for James A. Haley VA Hospital
Tampa, FL 1995-2000

EDUCATION: Fellowship: Neuroradiology
University of South Florida College of Medicine
Tampa, FL 1993-1994

Residency: Diagnostic Radiology Residency
University of South Florida College of Medicine
Tampa, FL, 1989-1993

Internship: Intemnal Medicine Internship
University of South Florida College of Medicine
Tampa, FL 1988-1989

Medical Education: University of South Florida College of
Medicine Taropa, FL 1984-1988

Undergraduate Education: University of Florida
Gainesville, FL. 1980-1984 Bachelor of Science, Micrabiology

MEMBERSHIP IN RADIOLOGY SOCIETIES:
American Society of Neuroradiology, junior member
Radiological Saciety of North America
Roentgen Ray
Florida West Coast Radiological Society
President 1997-1998
Vice President 1996-1997

CERTIFICATIONS: Passed parts ], Il and IIT of National Medical Boards
Certified in Diagnostic Radiology from American Board
of Radiology June 1993
Certificate of Added Qualification in Neuroradiology from
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American Board of Radiology October 1996

LICENSURE State of Tennessee Medical License 2003
State of Florida Medical License 1989
DEA Registered 1990

RESEARCH AND WORK RELATED EXPERIENCES:

Natiogal lostitute of Health Summer Research Grant, summer
1985: Combination Chemotherapy Research: Inhibition
of Mouse Tumor cell Ribonucleotide Reductase by Various
Chemotherapeutic Agents. Department of Biochemistry,
University of South Florida

Prosection Dissections: Departmeat of Anatomy, summer 1985

Physician Shadow Program: Clinical Nephrology 1985

Judeo Christian Indigent Care Clinic Volunteer 1985

Research Project: MRI Evidence for Cervical Disk Degeneration
After Antetior Cervical Fusions 1988

PUBLICATIONS AND PRESENTATIONS:
Hencey MA, Murtagh FR, Yost JL, “Magnetic Resonance
Imagiog of Multiple Sclerosis”, Contemporary Diagnostic
Radiology, vol. 16, No. 17, 1993

Altus P, Weissman MS, Hencey MA, “A 73 Year Old Woman
With Confusion, Rigidity and Fever”, Hospital Practice,
Pp. 97-98, June 15, 1991

Hencey MA, Murtagh FR, “Measurement of Lumbar Spinal Cord
Cross Sectional Area by CT and MRI:, presented at the
Southeast Neuroradiologic Society Meeting, Williamsburg,
VA October 1991

RESIDENCY HONORS AND AWARDS:
Chief Resident 1992-1993

MEDICAL SCHOOL HONORS AND ACTIVITIES:

Honors Grades in Biochemistry, Physiology, Cross Sectional
Anatomy, Medicine Clerkship, Internal Medicine, Acting
Internship, Directed Studies in Radiology

Class Rank: Top 20%

Annual Radiology Student Award 1988

Laennec Award for excellence in Clinical Medicine 1988

Intramural Sports: football, basketball, volleyball, and racquetball

Membership in Societies:

Page:7/9
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American Medical Student Organization
American Academy of Family Physicians
Florida Academy of Family Physicians
USF Family Practice Student Organization
Southern Medical Association

COLLEGE HONORS AND ACTIVITIES:

College of Liberal Arts and Sciences Honors Program

Honors Organic Chemistry Program

A.E.D. Preprofessional Honor Society

SAMPSON Volunteer Organization, 1980-1984
-Gainesville VA Hospital Emergency Room
-Gainesville Community Convalescence Center

University of Florida Rugby-Football Club

Intramural Sports: football, basketball

LOCUM TENENS: Multiple local outpatient diagnostic centers
PERSONAL: Birthdate: February 10, 1962
Birthplace: Plant City, FL
Marital status; Married
Activities: Biking , scuba diving, racquetball, rugby, and weightlifting,

REFERENCES: Auvailable upon request
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[—— .. ]

320 OLD HICKO OULEVARD = UNIT #2807 « NASHVILLE, TN 37221

PHONE ((15)500-7990 NE-MAIL BRENT-FRISBIE@VANDERBILT.EDU

BRE K. FRISBIE, MD
a8 Bl

EDUCATION

19951999  Birmingham ~ Southem College (BSC) Bitmingham, AL

1999-2003  Vanderbilt Medical School Nashville, TN
PROFESSIONAL EXPERIENCE

July 2003 ~ June 2004 Baptist Hospital — Nashville, TN

Internsbip — Medicine

July 2004 — Preseat Vagdeshilt Ugiversity

Residency - Radiokogy

PATENTS AND PUBLICATIONS

Survelllance of childhood influenza virus infection: what is the best
disgnostic =~ method to use for  srchival  samples?
J Clin Mictohiol. 2004 Mar;42(3):1181-4.

AWARDS RECEIVED

¢  Amos Chastie Scholarship — Vandesbilt Medical School

o Swwma cur lowds with B.S. in Mathematics - BSC

® Acton Award - Highest sanking graduate in Mathematics at BSC
e Al American Men's Soccer — BSC

Board Examinations Passed:
Radlologic Physics — Scptewbir 2005
USMLE Step 3 ~ Februacy 2004
USMLE Step 2 — Navembex 2002
USMLE Step 1 ~June 2007



EDUCATION |

EMPLOYMENT |

BOARD CERTIFIED
IN RADIQLOGY
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JASON ROTH

620 Hartsville Pike Gallatin, TN 37066 | (615) 452-9470

UNIVERSITY OF TENNESSEE. KNOXVILLE TN
Completed December 2001

University of Tennessee, Memphis, TN

Medical School completed May 2006

Memarial Health, University Medical Center, Savannah, GA
Internship July, 2006 to June, 2007

Baptist Memaorial Hospital, Memphis, TN

Residency In Radiclogy July, 2007 to July 2011

Sumner Radiology PC, Gallatin, TN
August 2011 to Present

Baptist Memorial Hospital, Memphis, TN
July, 2007 to July, 2011

American Board of Radiology 5/25/2011
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Attachment C, Need - 3

Service Area Map
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Attachment C, Need — 4.A.(1)

Demographic Information



Sumner County QuickFacts from the US Census Bu8r%au

U.6. Department of Commercs

People | Business ! Geography | Data

I
State & County QuickFacls

Sumner County, Tennessee

Sumner
People QuickFacts County Tennessee
Population, 2013 estimate 168,888 6,495,978
Population, 2012 estimale ~ fesg27. 6,454,914
PBEJauBE, 2?6 Wll 1) estimates base ' 16(:64!5 é::;46,1 13
Population, percent change, April 1, 2010 {0 JIJT); ”___——"_‘~ﬂ2.—;°,_t:
#_F;o_pLEtlon_ p_erce-nt change Aprl 10 to July _1_ :]—%
Population, 2010 o C 0 1eosas 6,346,105
Persons undergy_le_ars percent 2012 6.2% .-_‘ g 3%
Persons l.lr'ta ears percent 20t_2 S T h24_s°_/,, ’ :_‘23 :l%
Persons 65 y over. percent, 2012 C T 138% ?4 2%
Fem—ale_persons percent 5)_15“ - T ) . _ 5_12% _51 2%
0.A%  793%
" Black or African Amert an alone percent 20 Z(a) C “6.7% ) 17.0%
American Indlan and Alaéka_Natlve alone percent 2012 CoT o
@ 0.3% 0.4%
" Asian elone, percent 2012 (a) T o _12;/; - 1"6%
“Native Hawallan endbtner Paclfic Islander alone percent T o
2012 (2) 9d%. w1
Two orﬁoremR_‘aces percent 2012 CT b T ‘1__6.0,2,_. 3 1_6}6
Hlspanlc or Latlno perceﬁ_.'za_i (Hb)u T T ;1.;(, S 4.8%
Wﬁt_e aEne not Hlspenlc orl.;tlno, percent 2012 R 8_65;% . L _2510;,
Forelgn ‘born p persons percent 2008 2012 o B "";4’% S 4,5%I
Language other than English spoken at home, pct age 5+ T
2008-2012 5.4% 6.6%
ngh'é’c"hé'&l graduate or hlgherI percent of persons age ) T T
25+, 2008-2012 87.0% 83.9%
“Bachelor's degree or higher, percent of persons age 25%,
2008-2012 23.5%_‘ B 332’,&
“Veterans, 20082012 7 " T4sarr | 493980
Mean travel time towork (r'nlno'tes'). \}vorl;er-s a_g'e té+, _2_005 T Ty
.2012 274 241
Houslng unlts 2012 T e &{765 2831} 620
 Homeownership raie, 20082012 " T 2w esaw
Houslng units In multl—unlt slructures percent 2008-2012 15 2% - 1_1._2%
) Medlan value of owner- occupled houslng unlts 2008-2012 a B '$.1~38,769_
Households, 2008-2012 o 2,468,841
Persons | per household 20082012 T 2~51
“per caplta money Income in past 12 months (201 2 dollars), ) T
2008-2012 $27,823 $2_4_2_9_4
" Medlan household Income, 20082012 "7 ""ge5560  $44,140
Persons below poverty level percent 2008-2012 - T 9.8% - _TS%I
o T Ssumner
Business QuickFacts County Tennessee
Private nonfarm establishments, 2011 2833 129, 4891
“Pilvato nonfarm employment, 2011 " "'3g154_ 2,300542"
anate nonfarm employment, percent change 2010 2011 T _-(—fg_% ..-—1—6%1

473451

S in 1

Total number of firms, 2007 o 15,402 545,348

" Black-owned firms, percent 2007 3.2% 8.4%
" Amerlcan Indlan- and Alaska Natlve- owned firms, percent

2007 w5 O s
" Asian-owned frms S 2.0%
Native Hawallan and Other Pacific Islander- owned flrms

percent, 2007 .. ..FEL 01%

i L .Y 4 I 0t r oy .  lAMYIAtT e 1001
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Sumner County QuickFacts from the US Census Buézau

Hispanic-owned firms, percent, 2007 1.2% 1.6%
Women-owned firms, percent, 2007 ) o _._.,._....24.2% _'_25.9%
“'Manufacturers shipments, 2007 ($1000) - 1741400 140,447,760
Merchant wholesaler sales, 2007 ($1000) _ 1,634,893 80,116,528‘
Retall sales, 2007 ($1000) T 1,300,149 77,547,291
" Retall sales per (':ta—pita'_. 2007 $8,521 $12,563
Accommodatlion and food services sales, 2007 ($1000) 155,496 10,626,759
"Building permlts, 2012 592 20,147
T Sumner

County Tennessee
529.45  41,234.90
" Persons per équaré mile, 2010 --—3634- ) ——Eg
"FIPSCode ' T T e ‘T
Metropolitan or Micropolitan Statistical Area ~ Nashwllle-

Geography QuickFacts
Land area In square mlles, 2010

Nashvlile-
Davldson--
Murfreesboro
~Frankiln,
TN Metro
Area

1: Includes data not distrlbuted by county.

(a) Includes persons reporiing only one race.
(b) Hispanlcs may be of any race, so also are Included In appll

D: Suppressed lo avold discl of
F: Fewer than 25 firms

FN: Footnole on thls lem for this area In place of dala

NA: Not avallable

8: Suppressed; does noi meet publicalion standards

X: Mol applicable

Z: alua greater than zero but less than half unlt of measure shown

C

Sourne U.8, Census Bureau; Stale and Counly QulckFacts, Data dorivad from P

Census of Population and Housing, State and County Housing Unit Esfi: Courity Busi Pnllr;rns. I
Economlc Census, Survey of Business Owners, Bullding Permits
Last Revised: Thursday, 27-Mar-2014 09:57:50 EDT

Ity Survey,
er Slalislics,
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Macon County QuickFacts from the US Census Bu1ée%u Page 1 of 2

U.8, Departinent of Commerca Home Blogs AboutUs IndexAtoZ Glossary FAQs

People ' Business | Geography | Data | Research | Newsroom] Search -'m
State & County QuickFacts

Macon County, Tennessee

Macon
People QuickFacts County Tennessee
Population 2013 estimate 22,701 6,495,978
Populatlon 2012 estlmale T o o 2—27.5-:; i E454—914
Po_pmatl_on 2010 (A (April 1) ‘estimates base ) ) 25,54;8 6:;;6-.115

Populatlon percent change Aprll1 2010to July1 2013

Populatlon percent change Aprll1 2010to July1 2012

Populatlon 2010

Persons under 6 years percent 2012 _5%
Persons una'ig_);-e_arsj peroen_t?m_ 2 23_.1."/;
Persons 65 years enc over, percenl 201~2 1;5%
Fen1ale per.sons perént %12 51;/;
“White alone, percent, 201 é'('a')' 79.3%
Black or Afrlcan Amerlcan aTo-ne, percent 2012 (a) 17_6%
American Indlan and Alaska Natlve agne percent 2012 o
(@ 0.7% 0.4%
" Aslan al_one percent 2012 (a) ’ ’ T ) 6—33/0 c t.é%
Natlve Hawallan and Other Paclr c Islander alone percent - T
2012 (a) 4 0.1%
Two or More R Races percent 2012 S o og% i 15%
Hlspanlc or Latlno percent 2012 (b) s I H/; T 4;/;
Whlte alone HETHEpﬁE orl Latlno percent 2012 . 33 '5—"/: 7g_1‘7:

e hous 1 y nt 2008-2012 84.9% 34 4%
Forelgn born persons percent 2008-2012 B 4?)3/; i 4.5%
Language other than Engllsh spoken at home,"p-c-t ege 5-1_-, T
2008-2012 4.2% 6.6%
ngn school graduate or hrgher, percent of persc;ns age ' T o
25+, 2008-2012 75.1% 83.9%
_E;ch_e-l-opsd_egr_ee_orltl_gher. percent of persons age 25+ o
2008-2012 8.5% 23.5%
Veterans, 2008-2012 77 1,300 ‘493 980
" Mean travel time to work (mlnutes)I workers age 16+ 2008 T
-2012 29.8 241
ﬁouﬁgﬂonlts 2012 T A -9-'9“3-2- 2_834 620
" Ho 'eownersrﬁp-ré-te"zooa 2012 © 728% 68.4%
Houslng unlts In multi-unlt structures pTerc_ent' 2008-201: 2"_ - 3_302, o 1_35%
Medlan value of owner- occupled h-o[l_sﬁgu_mts 2008-2012 " 391800 $133_,760_
Housefolds, 2008-2012_ " 2,468,841
Persons per household , 2008 201 2 T 3_5.1
_Fgcaplt; money / Income In past 12 months (2012 dollars). T
2008-2012 _$17,666 $24,294
‘i\lé&fa}i'hBL‘séﬁ'El&"in’c'arﬁ'e.’ 2008-2012 - smsas2 $44,140
Persons below poverty level percent 5605 561“2' o 23, 5% h 17.3%
o -llllacon o
Business QuickFacts County Tennessee
Privats nonfarm establishments, 2011 328 129, 4891
Prl\Ee. n;n?a_rm_ennpﬁy_rn-en-t_?zmjl o 3 207 -‘2 300, 5421
nt, percent o tew

Total number of firms, 2007 ] 545,348

Black—owned t_'Fn_'rs p_ercent.éoof N - g 8.4%
American Indian- and Alaska Native-owned fi n'ns percent

2007 R——— R S_, ..05%
Aslan-owned flrms, percent 2 07 S 2.0%
Natlve Hawallan and Other Paclr ic Islander-owned frrms

pereent, 2007 e e el OB
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Macon County QuickFacts from the US Census B
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Hispanic-owned firms, percent, 2007 S 1.6%
Women-owned firms, percent, 2007 S 25.9%
"~ Manufacturers shipments, 2007 ($-1‘666-) ““““““““ D 140,42'—/::/&)-

Merchant wholesaler sales, 2007 ($1000)

30,350 80,116,528

Retall sales, 2007 ($1000)

187,327 77,547,291

Retall sales per caplita, 2007 T $7,713 $12,563

Accommodation and food services sales, 2007 ($1000) T 11,806 10,626,759

" Bullding permits, 2012 - 15 20,147
T Macon

Geography QuickFacts

County Tennessee

Land area In square mlles, 2010

o 20704 A123400

urcau

Persons ber s_auare_ _rﬁl-le. 2010 72.4 153.9
FIPS Code 111 47
Metropolitan or Micropolitan Statistical Area Nashvllle-
Davidson—
Murfreesboro
~Franklin,
TN Metro
o Area
1: Includes date nol distributed by county.
(a) Includes persons reporilng only one race.
(b) Hispanics may be of any race, so also are Included In apf race
D: Suppressed lo avold disclosure of confidentlal Informalion
F: Fewer than 25 firns
FN: Footnote on this Item for this area In place of data
NA: Not avallable *
8: Suppressed; does not meel publicatlon standards
X: Not applicable
Z: \alua graater than zero but less than half unlt of measure shown
Source U.S. Census Bureau: Stale and Counly QuickFacts. Data derived from Populatl I , American C ity Survey,
Census of Popytation and HousIng, Stale and County Houslng Unit County Bust Pattemns, N I sl

Ecanomnlc Census, Survay of Businass Cwnars, Building Permits
Lasl Revised: Thursday, 27-Mar-2014 09:57:48 EDT

. a by & 9 M~ P b =44 s A sl Arsd 4 4 4 »
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Attachment C, Economic Feasibility — 1

Architect Letter
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HINSON
MILLER
KICKIRILLO
ARCHITECTS PLLC

August 15, 2014

Ms. Melanie Hill

Executive Director

State of Tennessee

Health Services and Development Agency
500 Deadrick Street, Suite 850

Nashville, TN 37243

RE: Sumner Regional Medical Center-Sumner Station Facility
PET Scanner — Verification of Construction Cost

Dear Ms. Hill:

We have reviewed the construction cost developed for a PET scanner proposed for SRMC's outpatient
Imaging Center at the Sumner Station facility. The construction cost of $460,000.00 is based on 1,425
square feet of interior renovation for the scan room and its support spaces.

Itis our professional opinion that the construction cost proposed which equates to $322.80 per square foot
is consistent with historical data based on our experience with similar type projects. Itisimportant to note,
that our opinion is based on normal market conditions, price escalation, etc.

The project will be developed under the current codes and standards enforced by the State of Tennessee as
follows:

2012 International Building Code/2012 International Mechanical Code/2012 international Plumbing Code
2012 International Gas Code

2005 National Electrical Code

2012 NFPA 1, excluding NFPA 5000

2012 NFPA 101, Life Safety Code

2010 FGI Guidelines for the Design and Construction of Health Care Facilities

2002 North Carolina Accessibility Code with 2004 Amendments/2010 Americans with Disabilities Act (ADA)

Sincerely,
HINSON MILLER KICKIRILLO ARCHITECTS PLLC
Ty M

Donald C. Miller, NCARB, AIA —[ TN License No. 100019 ]

5300 MARYLAND WAY, SUITE 109 ® BRENTWOOD, TN 37027 M T(615)369 6020 ® F(615)369 6021 & WWW.HMKA.COM
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Description of construction/renovation of space:

Sumner Regional Medical Center has proposed to add a PET scanner to their existing outpatient Imaging
Center at the Sumner Station facility in Gallatin, TN. The project includes approximately 1,425 square feet
of interior renovation that will include the PET scan room, control room, prep/staging spaces, patient toilet
and a hot lab.

The construction will include demolition and alterations to existing walls, metal stud framing, architectural
woodwork, steel doors/frames, wood doors, drywall, interior finishes, radiation protection, mechanical,

plumbing, electrical and fire protection systems.

Describe patient access to the proposed location, including public transportation options, if applicable:

Patient access is provided off of Big Station Camp Boulevard. There is a covered entrance at grade level on
the North side of the Sumner Station facility that serves the current outpatient Imaging Center suite.
Parking for patients is provided directly adjacent this entrance, including handicapped accessible spaces.

Nashville Metropolitan Transit Authority (MTA) serves Gallatin, but not direct service to the Sumner Station

facility. Mid-Cumberland Human Resources Agency RTS Public Transit and taxi services are services that
can provide public transportation to this facility.

HMKA Project #11193.15 Page 2 of 2
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Attachment C, Economic Feasibility - 2

Funding Letter



LIFEPOINT

HOSPITALS’

September 9, 2014

Melanie Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson, 9 Floor

502 Deaderick Street

Nashville, TN 37243

Re: Sumner Regional Medical Center — Certificate of Need for Positron Emission
Tomography (PET-CT)

Dear Ms. Hill:

I am the Chief Financial Officer of LifePoint Hospitals (“LifePoint”), the parent
organization of Sumner Regional Medical Center (“SRMC"). This letter confirms that LifePoint
has sufficient resources to fund the cost of approximately $2,687,896 for SMRC’s project to
PET-CT services at its Sumner Station Campus. LifePoint is committed to make these funds
available to SMRC.

Thank you for your attention to this matter.

Very truly yours,

. & I

330 Seven Springs Way, Brennwaod, Tenncssee 37027
Phone 615.920.7000

LirePoinrHoSPITALS.COM
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Attachment C, Economic Feasibility - 9

Financial Statement
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Attachment C, Contribution to the
Orderly Development of Health Care - 1

Managed Care Contracts and Transfer Agreements



"Sjusijed eseU]} jeal} Ued SenI[IE]
" w" " ' % * e e BOIMIBG 104 89 BjeAlld|  TIE YoM J0 SJoenu0y SIINbod JON 00-5 44d SUE]d SDEJUBAPY SIeaIpaf]
X ® 4oASd0aS) - JOSPUIM
" = " x * ° N OWH BI291pa TOSpUI,
e ll - x ¢ o o duwog) YHOA PUE 3J0MISN Odd (OOIN VSN omiaN yiesH ysn
e e . " 3 3 ® ® 0dd 'SOd ONH SIEJUIESH Penuf]
= E™3 Y ® ® SHOMISN AZEJ[I SNAWey) {Ue]d sWild eUelnH) SooIAtas MBIy SJenu]
- n L ® <+ ® o duiod SHOAN PU HOMBN Odd YIOMISN J[EoH ABJOUAS
a - - x < [ [ 3HoMeN Odd SOUEI|[Y U3IESH aanjeunis
Tt ] -~ X ® ® e YIONIBN Odd {NL Ur Odd o1mjeub]S SSe99€ JoNOId) EoHSWY JO SYI0MISN JoPIACIg
- " " x * D D SHOMBN Odd SHONGaN 9Bp3 [Eaiouig
- - - x * e ® SHONGBN Odd {SOHd) SWeISAS 9Je) IEoH Sjeniid
. a " - x < o ) SHOMIBN Odd SO0IAISS UJ|eH oullid
_u . w " x * ® e SHOMEN Odd TXoNoaa
s w " 3 * 0 ® SHOMISN Odd (VHIOJ VSN 0dd
- " - . .3 * ® ® SHOMJSN Odd TeNEAON
-I e - ll x .4 o @ HomjaN Odd ue[dijniy
e s m - E3 <& o M) Odd @1Eopa\ Odd 2123Ipajy euewny
= ) . E3 <+ ® ® Odd SOd YIONJo] 91899910y EUBny
- . . u x * ) ® Odd PUE OJ{H eTedIpsiy SUE[d 3DEJUEAPY 81edIpajy BUNGSYI[EsH
s " - - x < ® [ ) S0d 'OAH suejd [eldlaliwog bulidsyjesy
o - ) l X 7'y ® ® SHONIBN Odd {NL Ul 3HJOMjaN e1eDJojuay oY) Ssea9y) sjyyauag aG0ISYIEsH
Ful - - : % < ® ® 0dd 'SOd "OWH 3IEOUY|EoH SO, 18319
= - [ T x L 2 ® ® YIOMISN Odd (Odd NOJ sepnjouy)) yijesH jsiid
' . . - x + ® ) 0dd duioD SO, 9109
n " e x * D [ 0dd 'S0d 'ONH TR
" F " L. 3 * ® e SHOMBN Odd Odd 98D 15juen
Bung
- o o " Buimg oN N ¢ ® weiBold presIpsiy NL 198[8g 81enuUa] [ 2JED3N|g
Bujmg -
" o " " Buws oN N & [ ] Pl @ Adljod yauag paywir] OWH (NL18n09) A HomiaN anig
Bung
. " a ' Bumg on N & ® [ 50d/0dd (30915 anjg) § Momap an|g
Buwng
- . . = Bumg oN 0N & e ® 0Odd (paajeid enjg) d Y1om3eN on|g
e m . u x < ) ® SHOMEN Odd SEENIREER]
_ " " m x < e e Odd "SOd "'OWH EVER]
Bamg
ar - = = Bumg oN N ¢ Y OWH 8lepuua). a{eq Ajunwwos - dnolglswy
Bus
- " o " Bums oN N & @ OO e1eQuUB) (1111010 Jo se Ueld Ajjunwiwoy a1y} ESH Pajiuf) - 83j0yHLBLY
. an ,
29idsoH | 9|liAsyR|poos) | unejes | abeyuen |eyidsoH [eydsoy qeusy |endsoq
H J H ] H u:m—umn_h H
Jauwing
— P10Z-1 Pojepdn jseT
G A8jusg woa>._. uejd ¥1OMJoN pue awep Joeljuos aduelnsu|
“[Euoibay [ealpsiy Jdsjua) [edipspy
SSIdSOF PUE STEQRUIGH ToUTS oo [JoTEpsnon] || TeuooyeummS sejelly waysAg yjeaH jujodybiH




00}
(o)}

$2:60 3 $T ‘T2 Bny psjuid

8T

~ O711’mue)
Aabing usaln

UInos 193ud) [eoipal
[euOIB63Y MBIAIDATY
[ejidsoH

Sewoy] jujes
Jajus)

|BSIP3W JWwIng
Jejdsoy

S,UaIpiiyDd Jjiqispuep

Jouely puejybiy

. 19jus) Ausbang
_slsuped-juaned
$31BID0SSY

ale) 3esH unejes

JOUWNS je qeysy
99ssauUs ] BIPPIN,

Joua)
uonelijiqeysy pue

aJeoyyjesH uosipen
LA N JouL
“eoLIRWY ISNILAYIT

J23uUa) 3U0S8|RAUOD
- 3liiAsHey

BuyAr] Uspiod

pUR|SIOWISIM

Jo a1e) |eAOY
3]|lAUOSISPUSH
J0.OHN

[eoIpa [eIUUSIUSD)
071 ‘1.ueen

o w..._m.,,.:wu.,m.._.mu Ivyd*

*ali ‘swoy buisiny
9|lIAUOSIBPUSH

Aied 19430 10pusp

J3ien”

1IoRIJUO) JO "ON

auUY ‘Uo|Ol

suuy ‘uojjel

Quuy ‘UojB -
suuy ‘uocyjsi

suuy “uoys| -

auuYy ‘Uoylel
.mc_._<. ‘UojPI
auuy ‘uolisy

BUUY.'UC} P

suuy ‘uoliel

_duuy ‘Uojen

auuy ‘uoysin
duuy, ‘UoyB
auuy ‘uojisiy
auuy ‘uocjop
auuy ._._B_w..z
suuy ‘uojjen

Aletulid
‘Alaed s|qisuodsay

suuy ‘Uole,

¥102/52/01

¥102/90/11
S$102/0E/+0

ST02/S2/90

_-STOZ/IE/TO0

¥102/02/11

‘$102/1€/80"

¥10Z/61/Z1

. $102/92/60

¥102/1€/80

- 5T02/62/10

bT0T/6T/2T.

~5102/1£/50.

ST02Z/80/10

: Eo.N\.mQNw.

9T02/1€/L0

"&10T/82/ED .

STOC/ST/€0

23eq uonjeadxy

¢ 4o T 2bed

6661/9¢2/0T.

TT0T/L/TT
- TT02/T/S
6661/81/0T
'0002/1/2
£661/12/11
9002/1/6 +
£661/02/ZT

- v661/L2/6

6661/1/6

866T/0E/T

£66T/02/21
. £00T/1/9
S661/6/1
£661/02/21
6002/0€/L

‘0T0Z/62/<

6661/9T/¢€

@3eQ 2A1PeYI

uoRRRSIUIWPY

uopel3siuiwpy
uonensiuIwpy

uoneasiviwpy

uoRenSIuWPY .

uoijensiuiupy

‘UORENSIUIWPY

uopnensiuiupy

- UORRIISIUILIPY -

uopensiuiwpy

uoReNsIuIWpPY

uoensiuiupy

“UoReRsIUWPY:

uonensiuWPY
uoRemsiuuipy

ABojoipien

uonelsjuwpy

uopensiiupy

juswjiedaqg

310day woisn) A

D71 “4squs) |edipaiy
levolbay JsuwIng

DT “4s3usD [eoIpaly
[euolbay Jauwing
71 “13ua) |edipap
1 Jeuolbay Jauwng
T “4s3us) [edIpa
|[euoibay tauwing
71 “183u8) |edipai
- -|eudibay Jauwng
71 483us) |Eaipaiy
leuoibay Jauwing
71 "133ud) |edipajy
" |euoibay Jouwing
D711 ‘123U |edipay
Jeuolbay Jauwing
77 “A33ue). [eoipal
‘leuolbay JauUWING

DT “J23u3D fed1paiy
jeuoibay Jouwng

" JT ‘19U [edIPs

.-+ |euoibay Jsuwng

OT1 ‘433us) |edlpaiy
|leuoifboy JauwIng
JTi 7 483lisd 1=e21paii.

‘letoibay Jauung-

DT1 483u8) |eoIpay
jeuoibay Jsuwing

0T 183us) |Baipaly:
[euoI6ay-Jouwnsg -
- O 4us3 jedipsiy

leuoibay Jauwing

. OT1 “493us) |edipap

_ |euoibay Jsuwing

711 “423ua) [edipaly
Jeuoibay Jsuwing

Al1uz Buipeauo)

SUsWesBy Josstied |

Sjusuisalby Ja4suel],
SJUSLLIDRIBY-I9ySURIL
sjuaWLaIBY Jajsuely
SjuewWwaIby Joysuel]l
sjuswsalby Jojsuel ]
SusWeaJBY Jajsurly

SUBLIDRIBY Ja)surl )

sjusLealby. Jaysued] -

sjuswiasuby Jajsuel)]

'SjusluBIBY Jajsuel] - -

sjuswealby Jalsuel]

“Susiizdal m..e......_.&w:m._“_.”m“....

sjuswaalby Jajsuel])

ﬂ:mEvmume, gjsuel]

sjuswaaiby Jojsuel]

ﬂcuEwm.._u<LmMm.cml._ 1

sjuswiaalby Jalsuel ]

PT TC 8 s3UsWsalby Jajsuel] DINYS

J8LECT 8859

O0ZEZT 885!

SEECT 8850
STEECT 8859
TR AREIE]

DJSTETT 8859

SSTEZT 8850

DETECT 8859

DE0ECT 8859

- - . DBBCCT 8B5S

DBB8CCT 8859

o 1= v 3

Je8Lct 9

OVZTZT 8859
ZIZZT 50

3077219859

- 329218859

adAj 1oE13U0)

JoquInN JoBe13uo



99

Attachment C, Contribution to the Orderly Development of
Health Care —2

Letter of Support
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TENNESSEFONCOLOGY wncogscan

MEDICAL ONCOLOGY/|
HEMATOLOGY

Dianna L, Shipley, M.D.
Mathew J. Joseph, M.D.

Amy Cox, APRN-BC, AOCNP
Cyndi M. Adair, ACNP-BC

Ms. Melanie Hill

Executive Director

Tennessee Health Services and
Development Agency

Andrew Jackson Building, 9 Floor
502 Deaderick Street

Nashville, TN 37243

Re: Sumner Regional Medical Center — Certificate of Need
Application to Initiate PET Service

Dear Ms, Hill:

We are submitting this letter regarding the proposal by Sumner
Regional Medical Center to initiate PET service at its Sumner Station
Campus.

Tennessee Oncology is composed of 75 medical oncologists and
hematologists, with over 30 practice locations throughout Middle
Tennessee, Chattanooga, and Northwest Georgia. We serve more
cancer patients in Middle Tennessee than any other oncology group.
One of our locations in Middle Tennessee is our clinic in Gallatin in
close proximity to Sumner Regional Medical Center.

PET is a critically important service for cancer diagnosis and
treatment planning. We support the decision by Sumner Regional to
initiate PET services at its Sumner Station Campus. PET services are
not currently available in the community, and patients from this area
are required to travel to Nashville to have PET scans. The availability
of PET service at Sumner Station will reduce the travel burdens on
cancer patients, many of whom are elderly, We urge the Agency to
approve the request by Sumner Regional.

Very truly yours,

Mppie £ -W”@

300 Steamplant Road, Suite 230 | Gallann, TN 37066 | P (615) 451-5481 | F (615) 451-5486
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Attachment C, Contribution to the
Orderly Development of Health Care — 7(c)

License and Joint Commission Documentation
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Sumner Regional Medical Center
Gallatin, TN

has been Acctedited by

The Joint Commission

Which has sutveyed this organization and found it to meet the requirements for the

Hospital Accreditation Program

September 15, 2012

Accreditation is customatily valid for up to 36 months.

%&W(/ ﬂ?g— . Otrganization ID #: 7832 %ﬁ' L

I isabel V. Hoverman, VD, MACP Eni/Reprint Das: OV{00/13 Mark . Chasein, WD, FAGP, MPP, MPH
Presidant

Chalr, Board of Commissioners
The Joint Commission is an independent, not-for-profit, national body that oversees the safety and quality of health cate and
other setvices provided in accredited organizations. Information about accredited organizations may be provided ditectly to
The Joint Commission at 1-800:994-6610. Information regarding accreditation and the accreditation petformance of individual
organizations can be obtained through The Joint Commission's web site at www.jointcommission.org.

ENTAL SR
K e P8
AMA {7t ey
AMLME A £ ‘.‘.-.\? 0 i:rJif
MENICAL S . o 2L g
AUSBUIATITN L S v

This reproduction of the original accreditation certificate has been Issued for use in regulatory/payer agency veriflcation of
accreditation by The Joint Commission. Please consult Quality Check on The Joint Commission’s website to conflrm the
organization's current accreditation status and for a listing of the organizatlon’s locations of care.
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Sumner Regional Medical Center
Organization ID: 7832
555 Hartsville PikeGallatin, TN 37066

Accreditation Activity - Measure of Success Form
Due Date: 4/4/2013

HAP Standard MM.04.01.01 Medication orders are clear and accurate.

Elements of Performance:

13. The hospital implements its policies for medication orders.

Scoring
Category:

Stated Goal (%): 90
Month 1 Date: 11/2012

Month 1 Actual
Goal (%):

Month 2 Date: 12/2012

Month 2 Actual
Goal (%):

Month 3 Date: 01/2013

Month 3 Actual
Goal (%):

Month 4 Date: 02/2013

Month 4 Actual
Goal (%):
Actual Average
Goal (%):

Optional
Comments:

94

95

98

97

96

The hospital assesses and reassesses the patient and his
HAP  Standard PC.01.02.03 or her condition according to defined time frames.

Elements of Performance:

5. For a medical history and physical examination that was completed within 30 days prior to
registration or inpatient admission, an update documenting any changes in the patient's condition is
completed within 24 hours after registration or inpatient admission, but prior to surgery or a

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx?Event=38001248 8/21/2014
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procedure requiring anesthesia services. (See also MS.03.01.01, EP 8; RC.02.01.03, EP 3)
Scoring Category: C
Stated Goal (%): 90
Month 1 Date: 11/2012
Month 1 Actual Goal (%): 97
Month 2 Date: 12/2012
Month 2 Actual Goal (%): 98
Month 3 Date: 01/2013
Month 3 Actual Goal {(%): 94
Month 4 Date: 02/2013
Month 4 Actual Goal (%): 94
Actual Average Goal (%): 96
Optional Comments:

For hospitals that use Joint Commission accreditation for
HAP  Standard PC.03.05.03 deemed status purposes: The hospital uses restraint or
seclusion safely.

Elements of Performance:

2. For hospitals that use Joint Commission accreditation for deemed status purposes: The use of
restraint and seclusion is in accordance with a written modification to the patient's plan of care.
Scoring Category: C
Stated Goal (%): %0
Month 1 Date: 112012
Month 1 Actual Goal (%): 84
Month 2 Date: 12/2012
Month 2 Actual Goal (%): 100
Month 3 Date: 012013
Month 3 Actual Goal (%): 100
Month 4 Date: 02/2013
Month 4 Actual Goal (%): 100
Actual Average Goal (%): 96
Optional Comments:

i i, i o ey —

HAP  Standard UP.01.03.01 A time-out is performed before the procedure.

Elements of Performance:

5. Document the completion of the time-out. Note: The hospital determines the amount and type of

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx?EvenF?:8001248 8/21/2014
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documentation.

Scoring Category: C

Stated Goal (%): 90
Month 1 Date: 11/2012

Month 1 Actual Goal (%): 95
Month 2 Date: 12/2012

Month 2 Actual Goal (%): 98
Month 3 Date: 01/2012

Month 3 Actual Goal (%): 99

Month 4 Date: 2/2012
Month 4 Actual Goal (%): 98
Actual Average Goal (%): 97
Optlonal Comments:

https://apps.jointconnnission.pfg/CO-ESC-MOS/Report.aspx?Evem=3 8001248 8/21/2014
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Attachment C, Contribution to the
Orderly Development of Health Care — 7(d)

Survey and POC
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RECEIVED

0CT 18 2006 4/

STATE OF TENNESSEE
DEPARTMENT OF HEALTH

BUREAU OF HEALTH LICENSURE AND REGULATION

MIDDLE TENNESSEE REGIONAL OFFICE
710 HART LANE, 1ST FLOOR
NASHVILLE, TENNESSEE 37247-0530
PHONE (615) 650-7100
FAX (615) 650-7101

October 17, 2006

R. Bruce James, Administrator

- Sumner Regional Medical Center
555 Hartsville Pike
Gallatin, TN 37066

Dear Mr. James:

-’ Enclosed is the statement of deficiencies developed as a result of the state licensure survey completed
on October 11, 2006 at Sumner Regional Medical Center.

Please provide us with documentation to describe how and when these deficiencies will be corrected.
This information should be received in our office within ten (10) calendar days after receipt of this letter.
We are requesting that you assure correction of the cited deficiencies no later than sixty (60) days from
the date of the survey. A follow-up visit may be conducted, if your allegation of correction is reasonable
and convincing. Failure to provide an acceptable plan of correction could result in a referral to the
Board of Licensing Health Care Facilities for whatever action they deem appropriate.

In order for your Plan of Correction (PoC) to be acceptable, it should address the following:
1. How you will correct the deficiency;,
2, Who will be responsible for correcting the deficiency;
3. The date the deficiency will be corrected; and
4. How you will prevent the same deficiency from happening again.
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Should you have any questions, or if there is any way this office may be of assistance, please do not
hesitate to call.

Sincerely,

/Wl

Nina Monroe, Regional Administrator
Middle Tennessee Regional Office

Enclosure
NM/dv
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FORM APPROVEL

(X3) DATE SURVEY

(4) Whenever the rules and regulations of this
chapter require that a licensee develop a written
policy, plan, procedure, technique, or system
concerning a subject, the licensee shall develop
the required policy, maintain it and adhere to its
provislons. A hospital which violates a required
policy also violates the rule and regulation
establishing the requirement.

This Statute Is not met as evidenced by:
Based on observation interview and record
review it was determined the facllity failed to
adhere to the provislons of the facllity's policies
labeled "Intravascular Devices" and "Medication
Administration”,

The findings Included:

Observation of one random patient in the facilities
Intenslve Care Unit on 10/11/06 at 10:40 AM In
room 6 revealed a Patient whom had two
Intravenous Dressings. One dressing was
covering a Triple Lumen Catheter that was
located on the Patients right subclavlan area of
the anterior chest and the other Intravenous
access was located in the patlents right arm
antecubital area. Observation of the dressings
revealed there was no documentation on the
transparent dressings of elther site.

Record review Patlent #27 of 37 sampled
Patients revealed documentation by the Medical
Doctor on 10/10/06 at 1500 [n the Physicians
Progress notes Indicating the Triple Lumen
Catheter was placed in Patient#27 on 10/10/06.
Confirmation was made with the Intensive Care
Unit, Care Coordinator of these findings on
10/11/06 at 10:50 AM. The pollcy labeled

STATEMENT OF DEFICIENCIES 1) PROVIDER/SUPPLIER/CLIA STRUCTION
AND PLAN OF CORRECTION &0 IDENTIFICATION NUMBER: IR0 (ECONS RUCN COMPLETED
B A BUILDING
B. WING
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(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION 5)
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TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENGED TO THE APPROPRIATE DATE
DEFICIENCY)
H 404 1200-8-1-.04 (4) Administration H 404

2
Di@n’ of Health Care Facilities

(" B 'ORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE

/ TITLE

/cxa) DATE

" YTATE FORM

gsee YOLZ11

If continuation shest 1 of 1



112

PRINTED: 10/16/2006

St

FORM APPROVED
Division of Health Care Facllities
STATEMENT OF DEFICIENCIES {X3) DATE SURVEY
AND PLAN OF CORRECTION x1) lggﬁ%lglﬁij%%whﬁ%%% {X2) MULTIPLE CONSTRUCTION CoNE D
A. BUILDING
B. WING
TNP531116 10/11/2006

NAME OF PROVIDER OR SUPPLIER
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(X4) ID SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION 6)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
H 404 | Contlnued From page 1 H 404

"Intravascular Devices" reads on page 2 of the
policy "|. Documentation 1. Record date and
time of catheter insertlon on label provided in the
IV start kit and attach to IV dressing.”

Tour of the facilities operating room on 10/10/06
at 11:00 AM in room 1 revealed 22 miilliliters of a
white liquid In a 30 milliliter syringe located on top
of an anesthesla cart unattended. Further
observation revealed the cart was unlocked.
There was no label noted on the syringe
containing the 22 milliliters of the white liquid.
Interview with an anestheslologlst in the surgery
hallway on 10/10/06 at 11:05 reports "We don't
label the propofol.” Confirmation was made with
the Surgery Director on 10/10/06 at 11:06 AM
that the medication should be labeled.

Review of the facilities policy labeled "Medication
Administration" reads under the section labeled
Procedure: "12. Medications and solutions both
on and off the stetile field should be labeled even
if there is only one medication being used. 13.
Labeling occurs when any medication or solution
is

transferred from the original packaging to
another. 14. Labels should include drug name,
strength, amount, If not used within 24 hours, and
expiration time when expiration occurs In less
than 24 hours."

Observation on 10/10/06 at 3:15 PM during an
interview with Patient# 37 of the 37 sampled
Patients revealed a right Port-A-Cath central line
Intravenous dressling with no date and signature.
The findings were confirmed In an interview with
the 4th Floor charge nurse at this time, Medical
record review on 10/10/06 at 3:20 PM revealed a
needle and dressing change documented in the

Division of Health Care Facllities

STATE FORM

{
J

YoLZ11

If continuation sheet 2 of 12



113

PRINTED: 10/16/2006

FORM APPROVED
Division of Health Care Facilities
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| AND PLAN OF GORREGTION x1) IDEN\‘I{}FIGATIDN s {X2) MULTIPLE CONSTRUGTION ONEET D
( ' A.BUILDING
B. WING
; TNP531116 10/11/2006
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(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORREGTION 5)
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TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
H 404 Continued From page 2 H 404

nursing notes at 8:45 AM on 10/10/06. The
facility policy to date and Initial all intravenous
dressings was confirmed on 10/10/06 at 3:20 PM
by the Director of Medical/Surgical and the 4th
Floor charge nurse, Review of the facility policy
entitled, “Intravascular Devices" revealed that
documentation should include recording the date
and time of the catheter insertion on the label
provided In the intravenous start kit and aftach to
the intravenous dressing.

H 647) 1200-8-1-.06 (3)(i)4. Basic Hospital Functions He47
(3) Infection Control.

( - () The central sterile supply area(s) shall be

supervised by an employes, qualified by
education and/or experience with a basic
knowledge of bacteriology and sterilization
principles, who Is responsible for developing and
Implementing written policies and procedures for
the daily operation of the central sterile supply
area, including:

4. Provisions for maintenance of package
integrity and designation of event-related shelf life
for hospital-sterilized and commercially prepared
supplies;

This Statute Is not met as evidenced by:

Based on observatlon and interview it was
determined the facility failed to ensure the sterility
and package integrity of several random items
found in the facilities clinical areas that were out
of date as per the manufacturer guidelines.

The findings included:

Division of Health Care Facilities
STATE FORM L1 YoLZ14 If continuation sheet 3 of 12
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Continued From bage 3 .

During tour in the Intensive Care Unit 10/11/06 at
10:55 AM in the "Line Cart" located in front of the
Intensive Care Units Nursing Station revealed a
package in the third drawer in the cart that
contained a package labeled "Scrub Care
Preoperative Skin Care Prep Tray" that had an
expiration date printed on the package of June
2008. Confirmation was made with the Intensive
Care Unit/ Care Coordinator at 11:00 AM that the
package was out of date.

Observation during a tour of the newborn nursery
on 10/11/06 at 12:30 PM revealed expired supply
items in the third drawer of the emergency supply
cabinet

One 18 gauge Insyte Autoguard chest tube
needle with an expiration date of January 2004.
Thres 14 gauge Insyte Autoguard chest tube
needles with an expiration date of March 2005.
Three 16 gauge Insyte Autoguard chest tube
needles with an expiration date of January 2006.

The above findings were confirmed with the
Director of Women's Sérvices and the
Accreditation Coordinator on 10/11/06 at 1:00
PM.

Review of the facility policy entitled, "Shelf Life of
Sterile Supplies” revealed that all expiration dated
packages of purchased sterile supplies must be
checked and rotated weekly.

1200-8-1-.06 (3)(0) Basic Hospital Functions
(3) Infection Control,
(o) The physical environment of the facllity shall

be maintained In a safe, clean and sanitary
manner.

He47

H 665

Division of Heaith Care Facilllies

STATE FORM

(

L
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This Statute is not met as evidenced by:
Based on observation and interview, it was
determined that the facility falled to provide a
clean and sanitary physical environment

The findings Included:

Observation on 10/10/06 at 11:10 AM during a
tour of the 4th Floor (West) kitchen revealed a
microwave with dried food matter on the inside of
the unit. The findings were confirmed with the
patient care coordinator at this time.

Observation on 10/10/06 at 2:40 PM during a tour
of the 4th Floor (East) kitchen revealed a
microwave with dried food matter on the inside of
the unit. The findings were confirmed with the
patient care coordinator at this time. Continued
tour of this unit at 2:45 P\ revealed an empty
patient room with an overbed table with dried
brown and white matter on the internal
compartment. The findings were confirmed with
the accreditation coordinator at this time.
Continued interview with the accreditation
coordinator at this time also revealed that the
room was cleaned and available for patient
occupancy at the time of the observations.

Observation on 10/11/06 at 10;00 AM during a
tour of the 2nd Floor (West) kitchen revealed a
microwave with dried food matter on the inside of
the unlt. The findings were confirmed with the
patient care coordinator and the director of the
2nd floor at this time.

Observation on 10/11/06 at 10:10 AM during a
tour of the 2nd Floor (East) kitchen revealed a
microwave with dried food matter on the inside of
the unit. The findings were confirmed with the

’ FORM APPROVEL
Division of Health Care Facilifies
STATEMENT OF DEFICIENCIES X1) PROVIDER/SUPPLIERICLIA ONSTRUCTION (X3) DATE SURVEY
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B. WING
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5§55 HARTSVILLE PIKE
SUMNER REGIONAL MEDICAL CENTER GALLATIN, TN 37066
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H 665| Continued From page 5 H é65

patient care coordinator and the director of the
2nd floor at this time.

Observation on 10/11/06 at 11:50 AM during a {
tour of the Labor and Delivery unit kitchen i
revealed a microwave with dried food matter on
the inside of the unit. The findings were
confirmed with the patient care coordinator and
the accreditation coordinator at this time.
Continued observation at 11:58 AM revealed a
sink in the workroom between the Labor,
Delivery, and Recovery room (LDR) #1 and LDR
#2 that contained a white container one-half full
with a light yellow liquid. The findings were
confirmed with the director of women's services
o at this time and that the container should have

( been removed after cleaning the room.

H 706 1200-8-1-.06 (6)(a) Basic Hospital Functions H 706
(6) Pharmaceutical Services.

(a) The hospital must have pharmaceutical
services that mest the needs of the patlents and
are in accordance with the Tennessee Board of
Pharmacy statutes and regulations. The medical
staff is responsible for developing policles and
procedures that minimize drug errors. This
function may be delegated to the hospital's
organized pharmaceutical service. '

This Statute Is not met as evidenced by:
Based on observation, interview, and policy
review the facility failed to provide
Pharmaceutical Services in compliance with
approved policies and procedures.

The findings included:

Division of Health Care Facllities
STATE FORM w08 YoLZ11 If continualion sheet 8 of 12
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H 7086

Continued From page 6

Observation of the Preoperative Area in the
Surgery Department on 10/10/06 at 10:00 AM
revealed a refrigerator that contained in the side
door compartment a 0.9 % saline solution 500
milliliter clear plastic bag for intravenous infusion
with an expiration date that reads "June 06"
Confirmation was made with the Director of
Surgical Services at 10/10/06 at 10:10 AM.

During tour of the Intensive Care Unit on 10/11/06
at 10:55 AM revealed a "Line Cart” located in
front of the nurses desk that contained a 1 liter
bottle of 0.9% saline solution with an expiration
date of February 05. Further observatlon of the
"Line Cart" revealed a 250 miliiliter clear plastic
bag labeled 5% Dextrose solution for intravenous
infusion with an expiration date of January
05.Confirmation was made with the Intensive
Care Unlt/ Care Coordinator on 10/11/06 at 11:00
AM of the explred items.

Review of the facllity policy labeled "Outdated or
Unusable Drugs (Return to Pharmacy)" Policy
Number Rx-036 reads under the section labeled
Procedure reads, "1. Whenever unusable or
outdated drugs are found in the hospital, they will
be returned fo the Pharmacy for proper disposal.”
The facllity policy labeled Out-Dated Drugs
(Storage and Disposition) Palicy Number Rx-037,
reads "The Pharmacy stock and all drug storage
areas in the hospital are checked monthly for out
dated-drugs."

Observation on 10/10/06 at 2:35 PM during a tour
of the 4th Floor (East) unit clean supply room
revealed three 5 liter bags of sterile water for
irrigation with an expiration date of September
2006. The findings were confirmed in an

H 706

Division of Health Care Facilities
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interview with the medical/surglcal director at this
time. Continued observation of the 4th Floor
medication Pyxis sytem at 2:55 PM revealed a
locked medication refrigerator attached to the
Pyxis that contained an opened, one-half full
bottle of Citrate of Magnesia labeled Room 433B.
An interview with the medical/surglcal director at
3:05 PM on 10/10/06 revealed that the Patient
had been discharged on 8/31/06. '

Observation on 10/11/06 at 11:40 AM during a
tour of the postpartum unit clean supply room
revealed the following expired drugs:

One liter bag of Dextrose 5% in Water with an
expiration date of September 2006.

One liter bag of Dextrose 5% in 0.2% Sodium
Chloride solution with an expiration date of
September 2006.

The above findings were confirmed in an
Interview with the director of women's services at
this time.

H 714 1200-8-1-.06 (7)(a) Basic Hospital Functions H714
(7) Radiologic Services.

(a) The hospital must malntain, or have
available, diagnostic radiologic services
according to the needs of the patlents. If
therapeutic services are also provided, they, as
well as the diagnostic services, must meet
professionally approved standards for safety and
personne! qualifications.

This Statute is not met as evidenced by:.
Based on observations, interviews, and policy
review the facility failed to ensure the safety of

Division of Health Care Facilities
STATE FORM sage YOLZ11
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H714| Continued From page 8 H714
one radlology employee.

The findings included:

Observations of the Radiology Department on
October 11, 2006, revealed a Registered Nurse
(RN#1) working in the Computed Tomography
Room at 10:00 am, and in the Nuclear Medicine
Room at 10:10 am, without a dose/film badge on
his/her person. Interview with RN#1, at 10:00
am, on October 11, 2006, revealed the RN
worked as a contract employee in Interventional
Radiology, and had been employed at the facllity
for seven weeks. Interview with the Radiology
Department Manager at 10:00 am, on October
11, 2006, confirmed RN#1 should have heen
( ’ wearing a dose/film badge. Review of the facllity's
Radlation Safety Operations Manual revealed all
employees requiring dosimetry shall be Issued a
standard film badge and/or thermoluminescent
dosimeter, and the
exposure measurements will be recorded and
kept on file.

H 730, 1200-8-1-.06 (9)(b) Basic Hospital Functions H 730
(9) Food and Dletetic Services.

(b) The hospital must deslgnate a person fo
serve as the food and dietetic services director
with responsibility for the daily management of
the dietary services. The food and dietetic
services director shall be:

1. A dietitian; or,

2. A graduate of a dietetic technician or dletetlc
assistant fraining program, correspondence or
classroom, approved by the American Dietetic
Assoclation; or,

Pivision of Health Cara Facllities
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3. A graduate of a state-approved course that
provided ninety (80) or more hours of classroom
instruction in food service supervision and has
experience as a food service supervisor in a
health care institution with consultation from a
qualified dietittan.

This Statute is not met as evidenced by:
Based on review of employee records and staff
interview, it was determined the facility falled to
have a qualified food service director,

The findings included:

i Revlew of the record for the Food Service

(__ ; Director revealed and Interview, with this

' Employee the afternoon of 10/10/08, confirmed,
the Employee was not enrolled In or had attended
a 90 + hour food service supervislon course.

H 737 1200-8-1-.06 (9)(g) Baslc Hospital Functions H737
(9) Food and Dietetic Services.

(g) A minimum of three (3) meals in each
twenty-four (24) hour period shall be served. A
supplemental night meal shall be served if more
than fourteen (14) hours lapse between supper
and breakfast, Additional nourishment shall be
provided to patients with special dletary needs.

This Statute s not met as evidenced by:

Based on staff interviews, It was determined the
facility exceeded the 14 hour lapse between
supper and breakfast and did not provide a
supplemental meal.

The findings included:
Division of Health Care Faclllties
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Interview with the facility Food Service Director
and shift manager, the morning of 10/10/06,
confirmed the Supper was served at 4:15 PM and
the Breakfast at 7 AM without a supplemental
meal between those hours fo the patients.

H 739| 1200-8-1-.08 (9)(l) Basic Hospital Functions H 739
(9) Food and Dietetic Services.

() Food shall be protected from sources of
contamlnation whether in storage or while being
prepared, served and/or fransported. Perishable
. foods shall be stored at such temperatures as to
( ’ prevent spollage. Potentlally hazardous foods

‘ shall be maintained at safe temperatures as
defined In the current "U.S, Public Health Service
Food Service Sanltation Manual®,

This Statute is not met as evidenced by:

Based on observation and staff interview, it was
determined the dietary department was not
maintained in a sanitary manner and cold food
exceeded 41 degrees at the trayline.

the findings Included:

Observation during the department tour, at 9:15
AM of 10/10/06, with the Food Service Director
present, revealed the following ceiling vents and
surrounding ceiling tiles had an accumulation of
debris: between the grill and steamer; over the
production table and steam jacketed kettle; in the
dishroom on the dirty side, clean side and over

{ the 3 compartment sink; by the reach-in
refrigerators between the production and catering
Division of Health Care Facilities
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sections and outside the diet office. Observation
at 9:38 AM revealed the dishes were being
processed and the 3 compartment sink was
being used in the dishroom. Further observation
during the four revealed four cases of cups were
stacked and a case of cup lids were stored on the
floor of the paper storeroom. Observation during
the mid-day meal trayline revealed a staff
member taking and recording the food
temperatures at 11:30 AM. Continued
observation revealed the milk temperature was
43 degrees and served to the pureed textured
diets. Interview, at 11:40 AM, with the shift
manager revealed the person taking the
temperatures was instructed to remove and

Pk replace any foods not in the appropriate

k. temperature ranges.
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Ha72

H 874

1200-8-1-.08 (2) Building Standards

(2) The condition of the physical plant and the
overall hospital environment must be developed
and maintained in such a manner that the safety
and well-being of patlents are assured.

This Statute is not met as evidenced by:
Surveyor: 16862

Based on Inspection and observation, it was
determined, the facility failed to maintain the
hospital environment for the safety of both
residents and staff as required by the Standard
Regulation 1200-8-1-08(2) the NFPA 101,
8.56.5.2; 101, 8.5,5.3.

The findings included:

On 10-10-2006 at approximately 2:00 PM during
inspection within the basement equipment room,
observation revealed, there were penetrations in
both the ceiling and the wall.

1200-8-1-.08 (4) Building Standards.

(4) After the application and licensure fees have
been submitted, the building construction plans
must be submitted to the department. All new
facilities shall conform to the current addition of
the Standard Building Code, the National Fire
Protection Code (NFPA), the National Electrical
Code, the AlA Guldelines for Design and
Construction of Hospital and Health Care
Facilitles, and the U.S Public Health Service Food
Code as adopted by the Board for Licensing
Health Care Facilities. When referring fo height,
area or construction type, the Standard Building
Code shall prevail. All new and existing facllities
are subject to the requirements of the Americans
with Disabilities Act (A.D.A.). Where there are

H 872

H874
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conflicts between requirements In the above
listed codes and regulations and provisions of
this chapter, the most restrictive shall apply.

This Statute is not met as evidenced by:
Surveyor; 16862

Based on Inspection and observation, it was
determined, the facility failed to comply with the
Regulatory Codes as required by the Standard
Regulation 1200-8-1-08(4) and the Standard
Building Code- SBC 1403.2.3.

The findings included:

. | On 10-10-2006 at approximately 1:45 PM during
( k inspection within the basement area, observation

- revealed, a steel lintel carrying brick veneer over
a doorway was missing. SBC 1403.2.3.

H 893 1200-8-1-.08 (23) Building Standards. H893

(23) A negative alr pressure shall be maintained
in the solled utility area, toilet room, janitor's
closet, dishwashing and other such solled
spaces, and a positive air pressure shall be
maintained in all clean areas including, buf not
limited to, clean linen rooms and clean utility
rooms.

This Statute is not met as evidenced by:
Surveyor: 16862

Based on inspection, testing and observation, It
was determined, the facility failed to maintain the
negative air pressure within soiled areas as
required by the Standard Regulation
1200-8-1-08(23) and the NFPA 90A; 90B-4; 101,
19. 5.2.1.

DIvIs]cn of Health Care Facllities
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The findings included:

On 10-10-2006 at approximately 2:30 PM during
inspection within the men's bathroom in the Cath
Lab area, testing revealed, the exhaust fan units
were nof working.

Inspection and observation within the Medical
Imaging area revealed, the return-air grilles were
dusty.

Inspection and observation within the elevator
equipment room revealed, the exhaust fan unit
was dusty.

During inspection and observation within the
{ ; dietary area, observation revealed, both air-return
units and exhaust fan grilles were dusty.

H 951 1200-8-1-.09 (1) Life Safety H 851

(1) Any hospital which complies with the required
applicable building and fire safety regulations at
the time the board adopts new codes or
regulations will, so long as such compliance is
maintalned (either with or without waivers of
specific provisions), be considered to be in
compliance with the requirements of the new
codes or regulations.

This Statute Is not met as evidenced by:
Surveyor; 16862

Based on Inspection and observation, It was
determined, the facility failed to comply with the
applicable bullding and fire safety regulations as
required by the Standard Regulation
1200-8-1-08(1).

and the NFPA 10, 1.5.6; 55, 6.6; 70, 240-5; 70,
373-4; 410-56(d).

Division of Health Care Faciilties
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The findings included:

On 10-10-2006 at approximately 12:30 PM during
inspection within the basement shop area,
observation revealed, the portable fire
extinguisher was blocked with equipment. That
was in violation of the NFPA 10, 1.5.6.

Inspection within the storage area of the
basement mechanical room revealed three
pressurized cylinders which were not secured.
Violation of the NFPA 65, 6.8.

Durlng inspection within the paln clinic of the Cath
S Lab area, observation revealed the use of an
{ extension cord. NFPA 70, 240-5,

During inspection on the 3rd floor next to the
rehab area, observation within the electric panel
room revealed, panels TA and TB both had
unusual open space under the breakers. Violation
of the NFPA 70, 373-4,

During inspection within the basement
mechanical equipment area, observation
revealed a junction box without any cover plate.

During inspection within the ceilling space above
the east fire doors to the Cath Lab area,
observation revealed, there was an apen junction
box without any cover plate.

Inspection above the west fire doors of the Cath
Lab revealed open junction box with loose wires.
Those were in violation of the NFPA 70,
410-56(d).

Divislon of Health Care Facllitles
STATE FORM 580 YOLZ21 If conlinuation shest 4 of 4

(.



128

S@
UMNER

Regional Medical Center

Administrative Offices

October 24, 2006

Ms. Nina Monroe, Regional Administrator
State of Tennessee Department of Health
Bureau of Health Licensure and Regulation
Middle Tennessee Regional Office

710 Hart Lane, 1% Floor

Nashville, Tennessee 37247-0530

Dear Ms. Monroe:

i

The following informdtion is provided in response to the recent state licensure
survey completed on October 11, 2006 at Sumner Regional Medical Center.

ID Prefix Taq: H 404 1200-8-.04 (4) Administration

How SRMC will correct the deficiency: We will correct “no documentation on
the transparent intravenous dressing” by following our policy and recording date
and time of catheter insertion on the label provided in the |V starter kit and then

attaching it to the IV dressing.
Who at SRMC will be responsible for correcting the deficiency: Director,

Med/Surg

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted in all patient care areas specifically looking for this

documentation.

How SRMC will correct the deficiency: We will correct failure to label
medication and solutions both on and off the sterile field by following our stated
policy and further educating our staff and anesthesiologists.

Who at SRMC will be responsible for correcting the deficiency: Director,
Surgical Services, and Director Women's Services

The date the deficiency will be corrected: November 1, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted to ensure compliance with re-education as needed.

Post Offéce Box 1558 555 Hariwille Pike  Gallatin, Tennessee 37066-1588  (615) 451-5519 FAX (615) 451-5523
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How SRMC will correct the deficiency: We will ensure that all anesthesia carts
are locked when notin use.

Who at SRMC will be responsible for correcting the deficiency: Director,
Surgical Services, and Director Women's Services :

The date the deficiency will be corrected: November 1, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted to ensure compliance with re-education as needed.

How SRMC will correct the deficiency: We will correct “no documentation on
the transparent intravenous dressing of Port-A-Cath” by following our policy and
recording date and time of catheter insertion on the label provided in the v
starter kit and then attaching it to the IV dressing.

Who at SRMC will be responsible for correcting the deficiency: Director,
Med/Surg

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted in all patient care areas specifically looking for this

documentation.

ID Prefix Tag: H 647 1200-8-1-.06 (3)(i) 4 Basic Hospital"Function

How SRMC will correct the deficiency: We will re-educate stocking personnel
on the importance of accuracy of daily checks and ensuring that no items remain

in stock after expiration date.
Who at SRMC will be responsible for correcting the deficiency: Director,

Material Management

The daté the deficiency will be corrected: November 1, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted in all patient care areas specifically looking at expiration
dates to ensure compliance and immediate re-education as required.

ID Prefix Tag: H 665 1200-8-1-.06 (3)(0) Basic Hospital Functions

How SRMC will correct the deficiency: We will immediately correct and
reeducate environmental services associates on proper cleaning of microwave
ovens and bed side tables, and disposal of used cleaning materials.

Who at.SRMC will be responsible for correcting the deficiency: Director,
Environmental Services

The date the deficiency will be corrected: October 11, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted in all patient care areas specifically ensuring these

deficiencies remain in compliance.
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ID Prefix Tag: H 706 1200-8-1-.06 (6)(a) Basic Hospital Functions

How SRMC will correct the deficiency: We will immediately check all supply
carts to ensure no expired solutions remain.

Who at SRMC will be responsible for correcting the deficiency: Director,
Material Management

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted in all patient care areas specifically ensuring that

expired items do not exist.

How SRMC will correct the deficiency: We will ensure that all medications
belonging to a specific patient are removed when that patient leaves the hospital.
Who at SRMC will be responsible for correcting the deficiency: Director,
Pharmacy

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again: Pyxis
units are checked daily by Pharmacy staff. They will ensure this occurs. Spot
checks will be conducted on all Pyxis units specifically ensuring that expired
- items or medications from previous patients do not exist.

ID Prefix Tag: H 714 1200-8-1-.06 (7)(a) Basic Hospifal Functions

How SRMC will correct the deficiency: We will make sure that all Radiology
Department associates wear a dose/film badge.
Who at SRMC will be responsible for correcting the deficiency: Director,

Diagnostic Services

The date the deficiency will be corrected: October 11, 2006

How will SRMC prevent the same deficiency from happening again: Spot
checks will be conducted in all diagnostic imagining areas specifically ensuring
doseffilm badges are womn by all associates working in that area.

ID Prefix Tag: H 730 1200-8-1-.06 (9)(b) Basic Hospital Functions

How SRMC will correct the deficiency: We will enroll the Director, Nutritional
.Service In a 90 hour food service supervisor course and make sure that he
completes the course within two years.

Who at SRMC will be responsible for correcting the deficiency: Vice
President, Support Services

The date the deficiency will be corrected: No later than October 11, 2008.
How will SRMC prevent the same deficiency from happening again: Vice
President, Support Services will ensure that this requirement is added to the
current contract as well as any future contracts and then annually reviewed for

compliance.
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ID Prefix Taq: H 737 1200-8-1-.06 (9)(q) Basic Hospital Functions

How SRMC will correct the deficiency: We will ensure that no more than 14
hours lapse between supper and breakfast.

Who at SRMC will be responsible for correcting the deficiency: Director,
Nutritional Services

The date the deficiency will be corrected: November 20, 2006

How will SRMC prevent the same deficiency from happening again: By
adjusting meal service hours on the inpatient floors, not exceeding 14 hours
becomes the standard. Spot checks will monitor compliance.

ID Prefix Tag: H 739 1200-8-1-.06 (9)(i) Basic Hospital Functions

How SRMC will correct the deficiency: We will immediately clean and maintain

cleanliness in all areas sited.

Who at SRMC will be responsible for correcting the deficiency: Director,
Nutritional Services

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again: Daily
‘inspections and spot checks. Note: State surveyor re-examined area on October
12, 2006 and verbally expressed her satisfaction with the previous night's

cleaning.

How SRMC will correct the deficiency: Closer monitoring of the cold food

temperatures in the tray line and meal preparation areas.
Who at SRMC will be responsible for correcting the deficiency: Director,

Nutritional Services
The date the deficiency will be corrected: October 12, 2006
How will SRMC prevent the same deficiency from happening again: Daily

inspections and spot checks.

ID Prefix Tag: H 872 1200-8-1-.08 (2) Building Standards

How SRMC will correct the deficiency: We will seal all penetrations in the wall
and ceiling in the basement equipment room.

Who at SRMC will be responsible for corrécting the deficiency: Director,
Plant Operations

The date the deficiency will be corrected: November 30, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations as well as the Director, Safety and
Security. Spot checks as part of the Environment of Care (JCAHO) continuous

readiness.
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ID Prefix Tag: H 874 1200-8-1-.08 (4) Building Standards

How SRMC will correct the deficiency: We will install a steel lintel carrying
brick veneer over a doorway in the basement area.

Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations

The date the deficiency will be corrected: November 30, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations as well as the Director, Safety and
Security. Spot checks as part of the Environment of Care (JCAHO) continuous

readiness.

ID Prefix Tag: H 893 1200-8-1.08 (23) Building Standards

How SRMC will correct the deficiency: We will repair and clean exhaust fans
in the Cath Lab, Medical Imaging, Elevator Equipment room and Dietary areas.
Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations, Director, Environmental Services, Director Nutritional Services
The date the deficiency will be corrected: October 20, 2006

How will SRMC prevent the same deficiency from happening again:
Increased inspections and spot checks by appropriate Director.

ID Prefix Tag: H 951 1200-8-1-.09 (1) Life Safety

How SRMC will correct the deficiency: We will ensure that all portable fire
extinguishers are readily available and not blocked from use.

Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

How SRMC will correct the deficiency: We will ensure that all pressurized
cylinders are properly secured.

Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations

The date the deficiency will be corrected: October 12, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

How SRMC will correct the deficiency: We will remove the extension cord in
the Cath Lab and ensure that appropriate electrical outlets are available.
Who at SRMC will be responsible for correcting the deficiency: Director,

Plant Operations
The date the deficiency will be corrected: November 30, 2006
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How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

How SRMC will correct the deficiency: We will secure the open space under
the breakers in electrical panel 3 Floor, TA and TB.

Who at SRMC will be responsible for correcting the deficlency: Director,
Plant Operations

The date the deficiency will be corrected: October 20, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

How SRMC will correct the deficiency: We will cover the junction box in the
basement mechanical equipment area.

Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations

The date the deficiency will be corrected: October 20, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

How SRMC will correct the deficiency: We will cover the junction box in the
ceiling space above the east fire doors to the Cath Lab.

Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations

The date the deficiency will be corrected: October 20, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

How SRMC will correct the deficiency: We will secure the loose wires and
cover the junction box above the west fire doors of the Cath Lab.

Who at SRMC will be responsible for correcting the deficiency: Director,
Plant Operations '

The date the deficiency will be corrected: October 20, 2006

How will SRMC prevent the same deficiency from happening again:
Inspections by the Director, Plant Operations, and Director, Safety and Security.

Should you have any questions please contact Mr, Fred Levoy at 615 451-5529
or email; Fred.Levoy@Sumner.Org.

Sincerely,

R. Bruce Jatfies
Administrator
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September 25, 2014

HAND DELIVERY

Jeff Grimm, Examiner

Tennessee Health Services and
Development Agency

Andrew Jackson Building, 9" Floor

502 Deaderick Street

Nashville, TN 37243

RE: Certificate of Need Application CN1409-041
Sumner Regional Medical Center —
Initiation of PET Service on Qutpatient Campus of Hospital

Dear Mr. Grimm;

Responses to the questions in your letter dated September 19, 2014, are below. The
required affidavit is enclosed at the end of this response. Please let us know if you need
additional information.

1. Section A, Applicant Profile, Item 3
There appears to be an error with the phone number listed for the owner.
Response: A corrected page 1-R is attached as Attachment 1.

The registration of the owner with the Tennessee Secretary of State’s Office is noted.
Please also provide a copy of the Corporate Charter or Partnership Agreement.

Response: The document titled Certificate of Formation included with the original
application is the formational document for Sumner Regional Medical Center, LLC.

Describe the existing ownership structure of Sumner Regional Medical Center, LLC and
identify the members of the LLC with 5% or more ownership interest.

Response: The sole member of Sumner Regional Medical Center, LLC, is LifePoint

Hospitals.
The Pinnacle ar Symphony Place Dan H. ELrOD T 615.651.6700
150 3rd Avenue South, Suite 1600 615.651.6702 F 615.651.6701
Nashville, TN 37201 dan.elrod@butlersnow.com www. butlersnow.com
22725651v1
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2, Section B, Project Description, Item I

The executive summary is noted. Based on the hospital’s accreditation by the American
College of Surgeons, what recommendations from the review were made with respect to
adding PET as a diagnostic & treatment planning modality to meet clinical standards of
care?

Response: The subject of PET capability was not raised by the American College of
Surgeons during its last accreditation review of SRMC, and SRMC does not believe that
that PET capability is an aspect of the accreditation criteria

Review of HSDA records revealed that the applicant had a previously approved CON for
a mobile PET service on the main hospital campus 1 day per month focusing on use for
diagnosing neurodegenerative disease, cerebrovascular accidents, brain tumors and
seizure disorders (CN0406-058A). The mobile PET service was not unimplemented and
surrendered to HSDA in December 2007. If SRMC could not implement the mobile PET
service approved in CN0406-058A, what has changed that it needs a fixed stationary PET
unit for cancer diagnosis per this proposed project? Please discuss.

Response: The prior certificate of need was not implemented because of financial
problems at SRMC' that ultimately lead to the bankruptcy of the orgamization and
purchase of it by LifePoint. With the financial strength of LifePoint, SRMC now has the
resources to establish and sustain a fixed PET service as explained in the application.

3. Section B, Project Description, Item ILA.

There appears to be an error in the Square Footage Chart. The construction cost in SF
Chart amounts to $455,990 but should be revised to $460,000 in order to be consistent
with the $322.80 per SF cost and the $460,000 entered in line item 5 of the Project Cost
Chart. Please clarify.

Response: A revised Square Footage Chart is attached as Attachment 2.
4. Section B, Project Description, Item II.C

The need for the proposed PET service based on the absence of a PET service in Sumner
& Macon Counties is addressed here, in the executive summary and the project specific
criteria on page 13. In addition to the recap of the TDH report on cancer in Tennessee,
the applicant may wish to consult with a program representative of TDH’s Tennessee
Cancer Coalition to further support the need for the proposed service. If possible, please
document the suggestions or recommendations discussed with the TDH representative.

Response: It appears that the Cancer Coalition is not currently operational. An SRMC
representative’s telephone call to the number on the Cancer Center website was
answered with a recorded message that the number is no longer in service. Emails to the
contact person on the Cancer Coalition’s website have not been answered.

22725651v1
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The letter of support from Dr. Shipley, TN Oncology is noted, however, some estimate of
referrals would be appreciated. Please provide letters from oncologists stating the
estimated monthly PET referrals to SRMC.

Response: SRMC was unable to obtain letters with specific monthly estimates. As an
alternative, SRMC is submitting at Attachment 3 a letter from Dr. Shipley confirming the
SRMC'’s projected volumes are reasonable. Tennessee Oncology is the only oncology
group with a presence in Gallatin.

In addition to identifying services of the oncology program such as radiation therapy,
surgery and chemotherapy services; please provide additional information about SMRC’s
oncology program that provides a brief description of hospital/medical staff
organizational structures for coordinating the activities of the oncology program,
including information systems such as its tumor registry and tumor board; and a
description of how the proposed PET service can contribute to SRMC’s participation in
any clinical investigative protocols through formal oncology network relationships with
other providers.

Response: Cancer care at SRMC is under the leadership of its cancer committee. The
cancer committee is responsible for goal setting, planning, initiating, implementing,
evaluating, and improving all cancer-related activities. The care of the cancer patients
requires a multidisciplinary approach and encompasses numerous physician and non-
physician professionals. Required physician members are a diagnostic radiologist,
pathologist, general surgeon, medical oncologist, and radiation oncologist. Required
non-physician members include the program administrator, oncology nurse, social
worker or case manager, certified tumor registrar (CTR), performance improvement or
quality management professional. Additional physician or non-physician cancer
committee members are required for specific categories, such as a hospice/home care
nurse or administrator, pain control/palliative care physician specialist and cancer
clinical research data manager or nurse. Additional members of the committee from time
to time may include individuals from various disciplines such as dietary, pharmacy,
pastoral care, mental health, or the American Cancer Society.

The number and types of physicians on staff at SRMC involved in cancer care are as
Jollows:

Radiation oncologist — 1 active staff; 10 coverage staff

Medical oncologist — 2 active staff; 16 consulting/coverage staff
General Surgeons — 4 active staff

Urologists — 4 active staff

Radiologists — 9 active staff

Pathologists — 4 active staff

Information regarding the Cancer Conference (Tumor Board) is set forth in
Attachment 4.

22725651v1
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Tennessee Oncology is involved in various clinical investigations. Dr. Shipley has
advised that she is not aware of any immediate, primary use of the PET service for
clinical trials, but she believes the service will be of benefit in connection with the
detection of cancer cells, thus supporting clinical trials conducted for treatments.

S. Section B, Project Description, Item ILE.

Please note that the equipment quote for the base fixed unit cost of $1,093,866 expired in
August 2014. Please provide an addendum or updated quote from the equipment vendor
such that the offer will be in effect on the date that the application will be heard by
HSDA (December 2014 at earliest).

Response: The quote is dated August 29, 2014, but expires on November 21, 2014, which
is the maximum time for which GE would provide a quote at the time. An updated quote
effective through December 22, 2014, is attached as Attachment 5.

Please identify the costs associated with the FDG/radioactive material, and identify the
terms of the contractual arrangement that might apply with supplier(s), as necessary (a
copy of a draft agreement or letter of interest between the applicant and the vendor would
be helpful). Please also identify the address and distance to the closest cyclotron source.
Are these costs reflected in the Project Cost Chart on page 20?

Response: The cost of the radiopharmaceutical (FDG) used for PET scans is not a cost of
the project, but is reflected as a supply cost in the Projected Data Chart. There is not
initial investment or cost required to obtain these materials. Doses of FDG will be
purchased on an as-needed basis when scans are scheduled.

The supplier for FDG to Sumner Station will be Cardinal Health located in Nashville, at
a cost of $115 per dose. Cardinal Health is a provider of nuclear medicines to LifePoint
hospitals under a long-standing vendor relationship, as confirmed by the letter at
Attachment 6. Cardinal Health has its own cyclotron in Louisville, KY, a distance of
approximately 160 miles.

6. Section C. Need Item 1. (Project Specific Criteria — PET Service)

Item 2 - it appears that the first sentence would apply to the project (accessible to 75% of
the population of Sumner and Macon Counties). Please describe how the proposed
PET/CT unit at Sumner Station meets this criterion.

Response: Sumner and Macon counties constitute the primary service area for SRMC'’s
other services, thus establishing that SRMC is accessible to the population. Sumner
Station is in Gallatin; the other population center for Sumner County is Hendersonville,
the center of which is about 10 miles from Sumner Station. The population of Lafayette,
the population center for Macon County is about 35 miles from Sumner Station, but there
is no other PET scanner closer than Sumner Station.
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Item 3 - it is noted the applicant considered the possibility of a mobile PET unit. Given
the proposed utilization that is more characteristic of the criterion for mobile units plus
the applicant’s previous unimplemented CN0406-058 AW, what factors would have to be
met to make a mobile service more attractive?

Response: A fixed PET has obvious advantages in terms of patient convenience. In
addition, SRMC believes that a fixed PET will more acceptable to patients and referring
physicians. In light of the current cost of a fixed PET unit, it is also economically
advantageous to SRMC to purchase a fixed unit rather than pay a mobile vendor for use
of equipment that would not be an SRMC asset. The PET unit will be capable of serving
patients well beyond the 5-year period of depreciation. A mobile unit would be more
attractive only if a fixed unit was not economically viable.

Item 6.c. - It is noted the service will be operated as a part of SRMC on its outpatient
campus and is subject to the same emergency plan & procedures. Since this is a new
service, how will the applicant handle emergencies specific to the PET/CT? What are the
responsibilities of the medical director or on-site physicians for same?

Response: In the event of an emergency, the staff at the facility will call for an ambulance
for transport to SRMC. The physician on site will be able to evaluate the patient and
administer life-saving techniques if necessary.

Item 6.g. - the name of the entity that has issued permits for C' services was omitted
from the response. While it is understood that a permit would be premature — please list
the key requirements that must be met. In your response, it may be helpful to include as
an addendum with the 8/15/14 letter from the architect for the project.

Response: The entity referenced is the Tennessee Division of Radiological Health. The
Radiation Safety Officer at SRMC is familiar with the Division’s rules applicable to this
project, specifically, Chapter 0400-20-07 Standards for Protection Against Radiation
and Chapter 0400-20-07 Use of Radionuclides in the Healing Arts. Copies of these
regulations are not included because of their length, but key points are as follows:

e The PET/CT room will need to be appropriately shielded (vadiation protection is
referenced in the attachment to the architect’s letter, Attachment C., Economic

Feasibility — 1 in the original application).

e The facility will require a hot lab (included in the floor plan, Attachment B. IV in
the original application).

o A Radioactive Materials License from the Division will be required.

o SRMC will need to from a Radiation Safety Committee for Sumner Station, which
will establish policies and procedures required by the regulations referenced
above.

o SMRC will need to appoint a Radiation Safety Officer for the Sumner Station
campus.
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Section C, Need, Item 5

Please identify the use of PET providers in Davidson County and other areas of TN by
residents of Sumner and Macon County for the most recent 3 years. A suggested template
is the table below showing utilization by Sumner residents. Please contact Alecia

Craighead, HSDA Stat III for assistance with data from the HSDA Equipment Registry.

Response:
PET Utilization by Sumner County Residents, 2011-2013
Distance from
Providers with Provider SRMC Sumner % Change

PET Service Location Station 2011 2012 2013 ‘11-¢13
Premijer* Davidson 26.5 47 K 12 (74.5)%
Imaging Alliance Davidson 30.0 268 296 297 10.8%
TN Oncology Davidson 21.7 274 246 234 (14.6)%
Centennial Davidson 26.8 18 14 20 1.1%
VUMC Davidson 27.0 93 131 120 29%
All other TN Statewide 31 21 20 (35.5)%
providers
Total — TN 731 708 703 D%

*Formerly Saint Thomas Midtown
**No data reported

Section C, Need. Item 6

Please summarize the strategies being implemented by SRMC other than the proposed
relocation of the service that might help SRMC reach the 1,000 minimum utilization
standards at some point within 5 years following project completion in October, 2016.

Response: The current PET market for Sumner and Macon is substantially below 1,000
scans annually, and it is uncertain if the volume of 1,000 scans per year will be achieved
in the foreseeable future. However, SRMC notes that recent developments will likely lead
to increased PET volumes. In 2013, CMS changed its coverage rules for PET, as
summarized in Attachment 7. Specifically, there is now unconditional coverage for PET
for 8 types of cancers for which special coverage determinations had to be made
previously, and coverage is now approved for up to 3 PET scans for management of
cancer involving anti-tumor treatment strategies. In any event, SRMC is proposing PET
to complement existing cancer services and to make first-class diagnostic services
conveniently accessible to patients in the community. SRMC has the resources to
establish the service and the circumstances fit the criteria on the State Health Plan for
special consideration.

Please identify the projected payor mix for the service in Year 1 as to # procedures and
estimated gross revenue by payor in Year 1.

Response:

22725651v1
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Scans Gross Revenue
Medicare 109 $817,500
TennCare 16 $120,000
Commercial 108 $810,000
Self-pay 8 $60,000

The methodology discussed on page 18 that identifies the utilization of the proposed PET
service by Sumner & Macon County residents is noted. The projected increase in the
“capture rate” (from 35% to 49% of 620 PET scans by residents of the PSA) appears to
lead to a 40% increase in utilization from 241 procedures in Year 1 to 337 procedures in
Year 2. What are the key factors that will determine whether or not the capture rate
methodology is attainable?

Response: The original application incompletely and inaccurately explains SRMC'’s
assumptions regarding a 2 year ramp-up period, The PET market for Sumner and Macon
counties averaged a total of 714 scans annually over the past 3 years. SRMC expects its
portion of the PET market in Sumner and Macon counties ultimately will be similar to its
portion of the radiation therapy market (49%,). 49% x 714=350. Assuming that 90% of
the proposed scans will come from Sumner and Macon counties, the total expected PET
volume at Sumner Station is 389. However, SRMC projected 241 scans in year 1 and 337
in year 2 to account for an extended ramp-up period, with the belief that it will achieve at
least 49% market share in years 3 and beyond. The projections are conservative because
they do not reflect likely increased volumes resulting from recent CMS coverage changes
as referenced above. It should be noted that SRMC believes the assumption of 90% of
scans from Sumner and Macon counties is also conservative, and it likely does not reflect
the total potential for patients who reside in other counties but for whom Sumner Station
is convenient.

9. Section C, Economic Feasibility Item 1 (Project Costs Chart) and Item 2 (funding)

Item 1 - the following definition regarding major medical equipment cost in Tennessee
Health Services and Development Agency Rule 0720-9-.01 (13)(b) states “The cost of
major medical equipment includes all costs, expenditures, charges, fees, and assessments
which are reasonably necessary to put the equipment into use for the purposes for which
the equipment was intended. Such costs specifically include, but are not necessarily
limited to the following: (1) maintenance agreements, covering the expected useful life of
the equipment; (2) federal, state, and local taxes and other government assessments and
(3) installation charges, excluding capital expenditures for physical plant renovation or
in-wall shielding.”

Is the $1,498,728.00 fixed equipment cost listed in Line A.7 of the Project Cost Chart
consistent with the Rule? In your response, please provide a breakout of the key cost
items of the fixed unit that apply to the project per Agency Rule above. If not, please
make the necessary equipment cost adjustments and submit a revised Project Cost Chart.

22725651v1



142 SUPPLEMENTAL-1

September 25, 2014
4:05pm

Jeff Grimm
September 25, 2014
Page 8

Response: The cost of the PET unit in the original application included the cost of
equipment ($1,093,866) and cost of maintenance for the first 5 years (8404,862). There
are no installation charges. However, the application did not include sales tax and
Jfreight charges, which total 3199,500. A revised Project Cost Chart is attached at
Attachment 8. The applicant notes the total cost of the unit is below the dollar threshold
of §2 million to be classified as “major medical equipment.”

Item 2 - Cash reserves are noted in the response, please confirm that this will serve as the
source of the “sufficient resources” noted in the CFO’s 9/9/14 letter.

Response: Yes.
10.  Section C, Economic Feasibility, Item 4. (Historical Data and Projected Data Chart)

Are the costs for professional fees related to image interpretation services included in the
Chart? Please identify the amounts that apply to the project in Year 1.

Response: SRMC will not bill for, nor receive, professional fees. These services are billed
separately by the radiologists.

Review of the Income Statement (YTD ending December 2013) in the attachments
revealed differences from the Historical Data Chart (2013 column) such that net income
appears to be understated in the application by approximately $4.4 million. Please clarify.

Response: In the course of responding to this question, SRMC realized that it had
included the incorrect Historical Data Chart that includes a small amount of non-
hospital activity. A corrected Historical Data Chart is included as Attachment 9.

The difference of approximately 34.4 million in 2013 net operating income in the
corrected Historical Data Chart (86,406,000) and net income in the 2013 financial
statement ($10,647,021) is attributable to the following:

e The Historical Data chart includes $4,152,000 for federal income taxes that are
not in the internal financial statement because FIT is paid at the parent level.
SRMC elected to include federal taxes in the Historical Data Chart as a more
accurate representation of SRMC'’s financial results

e The Historical Data Chart does not include a one-time positive adjustment to
income from rent in the amount of $1,843,000, which is included in the financial
statement. This item was excluded from the Historical Data Chart because it was
a one-time adjustment and excluding it is consistent with historical consistency.

e The Historical Data Chart does not include interest as an expense, whereas the
financial statement includes an interest expense allocation of $1,754,000. SRMC
elected not to include this allocation in the Historical Data Chart because it is not
related to debt incurred by SRMC, but is an allocation of interest by the parent
organization not reflective of financial results at SRMC.
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11. Section C., Economic Feasibility, Item 6 B.

The detailed comparison to HSDA Equipment Registry PET charges and Medicare
allowable rates for selected applications is noted. It appears that the Medicare allowable
charges (net charges) average only 14% of the applicant’s average gross charge compared
to 25%, on average, for all payors. What accounts for the higher net charge in the
projected data chart?

Response: SRMC'’s proposed charge of 87,500 is based on pricing for PET services in
LifePoint hospitals in other states that have fixed PET units. SRMC notes that the HSDA
equipment registry data reflects considerable variability in PET charges in Tennessee..
For example, charges for PET at TriStar Centennial in 2013 averaged $14,928 per scan,
charges at Premier Radiology Midtown averaged $8,499 in 2013 and charges at
Vanderbilt averaged 34,834.

What are the arrangements for professional fees related to imaging interpretation services
by radiologists? Are these reflected in the projected Data Chart for the new service?

Response: Radiologists will bill for and receive their fees for interpretation services.
These fees are not part of the project.

12.  Section C, Economic Feasibility, Item 11 b.

The goals related to a more convenient and accessible site are noted. Looking at
distance/travel times as a key factor, what are the savings in mileage/driving times to the
proposed outpatient campus that residents of the service area could expect?

Response: The vast majority of patients in Sumner and Macon counties currently travel
to one of the 5 Nashville providers. Most residents of Sumner County would experience a
one-way drive of 25-30 miles that could require anywhere from 30-45 minutes depending
on traffic. Most residents of Macon County now travel 60-70 miles one way to a
Nashville provider, requiring 60-90 minutes depending on traffic. It should be noted that
a significant proportion of cancer patients are over 65, and travel is burdensome to these
patients, particularly travel to and in a large city like Nashville

What other key benefits should residents and their attending physicians be aware of in
selecting SRMC’s proposed PET service in lieu of other sites outside the service area?

Response: Patient convenience is the primary consideration. In addition, utilization of
the PET at Sumner Station will contribute to SRMC'’s ability to maintain and evolve
services in the community, thus making it possible for residents to receive more of their
care closer to their homes.

13. Section C., Contribution to Orderly Development, Items 7 and 9

The copy of SRMC’s licensure survey with plan of correction dated October 11, 2006 is
noted. Review of the TDH website for licensed facilities revealed that SRMC’s last
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survey was in June 2008. Please provide a copy of same with the provider plan of
correction (POC) and a copy of acceptance of the POC by TDH for this survey.

Response: The survey in June of 2008 occurred before SRMC'’s bankruptcy and
acquisition by LifePoint. LifePoint has been unable to find its copy of the June 2008
survey and POC; however, SRMC was able to obtain from the Division of Health Care
Facilities a copy of the survey. The Division could not locate a copy of SRMC’s POC, but
the Division provided copies of its Revisit Report forms, which confirm all cited
deficiencies were corrected. Copies of the survey and Revisit Report documents are
attached as Attachment 10,

14.  Development Schedule

It appears that the earliest this application may be held with respect to the standard 60-
day review cycle is December 17, 2014 in lieu of the November date entered on the form.

Please revise the schedule.
Response: A revised schedule is included as Attachment 11.

Very truly yours,

BUTLER SNOW LLP

clw
Attachments
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STATE OF TENNESSEE

COUNTY OF :-\P(l(/tb/ So/

NAME OF FACILITY: S.C/""/‘«fr 7?{7;1?»4/ /Méﬁc«// @ctr/&\,

1, %Z*v /4/ E/f’/ , after first being duly sworn, state under oath that | am the
applicant named in this Certificate of Need application or the lawful agent thereof, that |

have reviewed all of the supplemental information submitted herewith, and that it is true,

/24

Sigiature/Title ~ '

accurate, and complete.

1
Sworn to and subscribed before me, a Notary Public, this the 0?5 day of \Sé 7( , 20 / ?,

witness my hand at office in the County of D Cﬂ. Sol , State of Tennessee.
. /%A/mu O Crrcek
,« WON C. e, NOTARY PUBLIC
o“ cO
o"r
My commission expires £ "w
§ ° 'I'ENNESSﬂ e
-‘-ag..'- puauo JSF
HF-0043 X &

Revised 7/02 "m,,,,,....n"‘
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— TENNESSEFONCOLOGY  unmoooycn

MEDICAL ONCOLOGY/|
HEMATOLOGY

Dianna L. Shipley, M.D.
Mathew J. Joseph, M.D.

Amy Cox, APRN-BC, AQCNP
Cyndi M. Adair, ACNP-BC

Re: Proposed PET at Sumner Station

Dear Mike:

This will confirm our recent conversation regarding the certificate of
need application filed by Sumner Regional to implement PET service at Sumner
Station.

As you know Tennessee Oncology is the largest oncology group in
Middle Tennessee and we serve more cancer patients in the region than any
other group of physicians. We are the only oncology group with a presence in
Gallatin.

It is my understanding that your planning for the PET service at Sumner
Station assumes that your percentage of PET volumes from the Sumner County
and Macon County market will be approximately the same as the percentage
you currently have of the market for radiation therapy in the area, which is about
50%. Based on my knowledge of the services and patients in the market, I
believe your assumption is valid, and I would expect that the PET service at
Sumner Station would ultimately serve at least 50% of the patients from the
region who need PET.

I hope this letter is helpful to your application.
Sincerely,

Dianna Shipley, M.D.
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Sumner Regional Medical Center
Cancer Program

TITLE: CANCER CONFERENCE (Tumor Board)

POLICY:  To provide routine multidisciplinary collaboration between clinicians for the
purpose of providing comprehensive management for the oncology patient.

Sumner Regional Medical Center’s Cancer Committee has approved cancer conferences to be
held monthly. Cancer Conferences are integral to improving the care of cancer patients by
contributing to the patient management process and outcomes and providing education to
physicians and other staff in attendance.

Conference is available to all medical staff personnel and Allied Health personnel. Required
attendance at conference is physicians responsible for the site being presented along with
medical and radiation oncology, radiology, pathology, surgery and medicine.

PROCEDURE:

o The managing physician selects cases based on clinical importance from cases currently
being managed. Case presentations include patients recently seen in consultation as well
as patients being actively managed as an inpatient or on an outpatient basis.

o Cancer Registry personnel are responsible for coordinating and maintaining cancer
conference documentation. Cancer conferences are scheduled in advance. A yearly
calendar of scheduled conference dates is to be completed by the end of November as
well as reserving meeting room.

e The number of cases discussed is proportional (15 % of annual analytic caseload)

e 15% of our annual analytic case load will be presented at cancer conference with 75% of
these cases being prospectively.

¢ Discussion will include:

1. Review of clinical evaluation, i.e., diagnostic imaging studies and pathology

2. Appropriate case management based on clinical presentation and extent of
patient’s disease, performance status, and co-morbidity

3. Accurate AJCC stage (either clinical stage or working stage) or other appropriate
stage

4. National Comprehensive Cancer Center Network (NCCN) treatment guidelines or
other treatment guidelines developed by nationally recognized organizations, such
as the American Cancer Society of Clinical Oncology (ASCO), should be
considered when discussing treatment options where appropriate.

5. 90% of all Physicians required to attend must meet this percentage. Medical
Oncology, Radiation Oncology, Radiology, Pathology, Surgery and Cancer
Registry. .

6. A conference grid is maintained by the Cancer Registry to accurately monitor
conference frequency (monthly), multidisciplinary attendance, total case
presentation, the rate of prospective cases presentation, Options for clinical trial

participation.
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7. Conference grid includes documentation of the fact that AJCC staging or other
appropriate staging was discussed, where appropriate.

8. Cancer Conference activities are reported by the Cancer Conference Coordinator
to the Cancer Committee at least quarterly.

Conference documentation includes;

Date of meeting

Sites discussed/Prospective-retrospective

Physician attendance

Non-physician attendance

Clinical Staging and National Treatment guidelines reviewed and care plan consistent
with guidelines

Eligible for clinical trials

Agenda for Cancer Conference provided to physicians

ks D) S

N

DISTRIBUTION: Cancer Program

APPROVAL: Cancer Committee

REVIEWED: 01/03; 01/05; 01/06; 02/07, 2/08, 2/10,2/14
REVISED: 1/04, 01/09

ORIGINAL: 2002

Cancer Program Policy and Procedure Manual
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CardinalHealth

September 23, 2014
To whom it may concern:

Cardinal Health will provide unit dose F-18 FDG doses to Sumner hospital and any of its affiliates
according to the Healthtrust Purchasing Group contract available to any Lifepoint facility per Lifepoint’s
signed agreement with Cardinal Health. The current contract price is $115 per unit dose.

Sincerely,

Tt It —

Kevin Marsh
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GE Healthcare

Medicare National Coverage for
Positron Emission Tomography
(FDG) for Solid Tumors

Summary of the Coverage Policy

On June 11, 2013, the Centers for Medicare & Medicaid
Services [CMS) posted a final national coverage decision (NCD)
memorandum that announced two important coverage policy
revisions for FDG PET for solid tumors:*

1. CMs will end coverage with evidence development [CED)
that had previously been required for several cancer
indications when using FDG PET to inform initial and/or
subsequent Anti-tumor Treatment Strategies (ATS).

2. CMS will cover three FDG PET scans when used to guide
subsequent management of ATS after completion of initial
anti-cancer therapy for any cancer indication. Additional
coverage of FDG PET scans beyond the three scans will be
determined by local Medicare Administrative Contractors
{MACs).

The first coverage policy revision changes the following cancers
from the status of “coverage with evidence development”

to “covered™: brain, cervix (uteri), small cell lung, soft tissue
sarcoma, pancreas, testes, prostate,? thyroid, and alf other
cancers not specifically listed. Consequently, physicians will be

reimbursed for ATS PET studies for these cancers without having
to supply data to the National Oncologic PET Registry INOPR).
This change reflects CMS's determination that current evidence
is adequate to conclude that the results of FDG PET scans will
guide physicians in managing the subsequent ATS of Medicare
beneficiaries who have completed an initial treatment regimen.
Table 1 summarizes CMS coverage policy for FDG PET studies
for solid tumors.

The second coverage policy revision specifies the number of
FDG PET scans that Medicare wili cover to guide subsequent
management of ATS for all solid tumor cancers. The revised
national coverage policy allows for coverage of three FDG PET
scans; however, CMS recognizes that a patient who has not
been successfully treated with initial anti-tumor therapy might
be a candidate for ‘second line’ or even further treatment, and
there might be instances where additional FDG PET scans -
beyond three -- can be appropriately informative, depending
on pertinent facts that can be found in the patient's medical
documentation. For this reason, CMS will now permit local
MACs to determine coverage for additional FDG PET scans
beyond three that are automatically covered by this new policy.



/]

Table 1. Changes in Medicare National Coverage for FDG PET for Solid Tumors

all cell lung

isprees
Myeloma

INationally non-covered for diagnosis of cervical cancer. Covered for the detection of pre-treatment metastases in newly diagnosed cervical cancer subsequent to
conventional imaging that is negative for extra-pelvic metastasis. All other uses are CED.

2Non-covered for the initial diagnosis of cervical cancer related to initial anti-tumor treatment strategy. All other indications for initial anti-tumor treatment strategy
for cervical cancer are covered.

3Covered for subsequent treatment strategy of recurrent or residual thyroid cancer of follicular cell origin previously treated by thyroidectomy and radioiodine
ablation and have a serum thyroglobulin >10ng/ml and have a negative I-131 whole body scan. All other uses for subsequent treatment strategy are CED.

“Non-covered for diagnosis and/or initial staging of axillary lymph nodes. Covered for initial staging of metastatic disease.

SNon-covered for initial diagnosis and/or staging of axillary lymph nodes. Covered for initial staging of metastatic disease. All other indications for initial anti-tumnor
treatment strategy are covered.
®Non-covered for initial staging of regional lymph nodes. All other uses for initial staging are covered.

Non-covered for initial staging of regional lymph nodes. All other indications for initial anti-tumor treatment strategy are covered.

Implications for the National Oncology PET Definitions

Registry (NOPR) “National Coverage Determinations (NCD)" are developed
by CMS to describe the nationwide conditions for Medicare
coverage for a specific item or service.®> Once published, an
NCD is binding on all Medicare Administrative Contractors
(MACs) and Medicare Advantage (Part C) health plans.

This national coverage policy revision removes the requirement
for prospective data collection by the NOPR for those cancers
or cancer types that had been covered under CED and are now
listed as covered. That is, NOPR will no lenger accept new FDG
case registrations effective June 12, 2013. However, NOPR will “Local Coverage Determinations (LCDs}” are decisions

still continue for NaF-PET which is addressed in a separate published by local MACs on whether to cover a particular
national coverage policy > service in its regional jurisdiction. LCDs may be developed in
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the absence of an NCD or as a supplement to an NCD as long
as the LCD policy does not conflict with national policy.
“Coverage with Evidence Development (CED)" is a coverage
decision made through an NCD.” This type of NCD requires
additional data collection (e.g., data collected in a clinical trial 5.

or registry) as a condition of coverage. The purpose of CED is

to provide Medicare coverage for a particular item or service
and to develop evidence of its impact on the health of Medicare
beneficiaries.

“FDG PET” refers to PET imaging utilizing FDG as the radioactive
tracer (2-deoxy-2-[18F)-fluoro-D-glucose, also known as

18F fluorodeoxyglucose). CMS includes integrated FOG PET/
computerized tomography (FDG PET/CT) and integrated FOG
PET/magnetic resonance imaging (FDG PET/MRI} in the term
FDG PET.

“Completion of initial anticancer therapy” denotes the 6.

conclusion of the first treatrnent regimen implemented for

the elimination or control of a patient’s cancer following

its diagnosis. A treatment regimen could include multiple
‘therapies’ (such as chemotherapy, radiotherapy, and/or cancer
surgery) in combination. The completion of initial anticancer
therapy (that is, the conclusion or termination of all anticancer
therapies in the initially intended (combination} treatment
regimen) marks, in time, the starting point of subsequent ATS
planning (and the completion of initial ATS planning). Note: CMS
does not consider ‘watchful waiting’ as a therapy to be included
in an initial treatment regimen.

Frequently Asked Questions

1. Do Medicare revisions to its NCD for FDG-PET for cancer
affect the reimbursement amount received by providers?

Answer: No. Coverage determinations specify the
patient conditions, and diagnostic testing or treatment
pre-requisites Medicare requires for a patient to qualify
to receive an FDG-PET scan. Medicare reimbursement
amounts are unchanged by revisions in coverage policies
and are published in separate Medicare regulations.

2. Does the Medicare NCD for FDG-PET for cancer affect
coverage by commercial payers?

Answer: No, not directly. Commercial payers have their
own internal processes and criteria for making or revising
coverage policies, However, most commercial payers
monitor Medicare coverage decisions and some may be
influenced by Medicare coverage policy decisions in the
development or revision of their own policies.

3. How does the Medicare NCD for FDG-PET for cancer
affect coverage of FDG-PET for cardiac or neurological
conditions?

Answer: Medicare’s NCD for FDG-PET for cancer does
not impact coverage of FDG-PET for any other type of
indication, e.g. cardiac or neurological. Medicare has

separate coverage policies for these other indications.

4, Does the Medicare NCD for FDG-PET for cancer apply to
combination PET technologies, such as PET/CT and PET/
MRI?

SUPPLEMENTAL- 1
Answer: Yes. In this coverage decision, GYg gjﬁﬁ‘jbﬁgﬁs, 2014

integrated FDG PET/computerized tomogra 4:05
CT) and integrated FDG PET/magnetic resonance imaging ™" pm
[FDG PET/MRI) in the term FDG PET.

How does Medicare’s NCD for FOG-PET affect reporting of
PET scans to the National Oncology PET Registry?

Answer: The Medicare NCD for FDG-PET for Solid Tumors
calls for the end of the prospective data collection
requirements under CED for all oncologic indications for
FDG-PET. Please note that this decision applies to the FDG-
PET registry established in 2009 [NOPR-2009) only. Effective
June 12, 2013, the NOPR-2009 registry will no longer accept
new case registrations. However, the NOPR registry to
study NaF-18 PET to identify bone metastasis of cancer will
remain open.?

Who determines coverage for FDG-PET for Medicare
patients with cancer who need more than three follow-up
PET scans?

Answer: Local MACs have the discretion to determine
whether odditional FDG-PET scans {beyond three) are
reasonable and medically necessary for Medicare patients
who have cancer. The patient's physician will likely need to
submit written documentation to the MAC to establish the
medical necessity of the procedure for the particular patient
circumstance,

1CMS. Decision Memo for Positron Emission Tomography (FDG) for Solid
Tumors [CAG-00181R4). June 11, 2013. http://www.cms.gov/medicare-
coverage-database/details/nca-decision-memo.aspx?NCAId=263 accessed
6/19/13.

2prostate cancer remains non-covered for initial treatment strategy.

3CMS. National Coverage Determination (NCD) for Positron Emission
Tomography (NaF-18] to Identify Bone Metastasis of Cancer (220.6.19).
http://wwwi.cms.gov/medicare-coverage-databose/details/ncd-details.
aspRPNCDId=3366ncdver=1&bc=AgAAQAAARAAAAAY:3d% 3d6 accessed
6/19/13

“National Oncology PET Registry News. http://wwwi.cancerpetregistry.org/
news.htmitJune0112013 accessed 6/19/13

SCMS. Innovators’ Guide to Navigating Medicare, 2010. pp. 11-13. httpi//
wwwi.cms.gov/Medicare/Coverage/CouncilonTechinnov/Downloads/
InnovatorsGuide5_10_10.pdf, Accessed 6/19/13.

stbid.
7ibid.

8National Oncology PET Registry. NOPR Update: Closing of FDG PET Data
Collection. (June 11, 2013). http;//wwwi.cancerpetregistry.org/news.htm
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H 871

1200-8-1-.08 (1) Building Standards

(1) The hospital must be constructed, arranged,
and maintained to ensure the safety of the
patient.

This Rule is not met as evidenced by:

Based on observation and inspection, it was
determined the facility failed to comply with the
life safety codes.

The findings included:

On 6/25/08 at approximately 3:00 PM< inspection
of the 3rd floor physical therapy handicapped
bathroom, the handicapped whirl pool treatment
room and the handicapped admitting bathroom
revealed no strobe lights. ADA |

Inspection of the 4th floor clean storage room
north revealed a stained ceiling tile TDOH
1200-8-1-.08

On 6/26/08 at approximately 8:00 AM, inspection
of the handicapped bathroom in the admitting
area revealed a broken ceiling tile. TDOH
120-8-1-.08

H 871

Division of Health Care Facilities
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(XB) DATE
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State Form: Revisit Report

(Y1) Provider/ Supplier/CLIA/
ldentification Number

TNP531116

(Y2) Multiple Construction
01 - MAIN BUILDING

A. Building
B. Wing

(Y3) Date of Revlsit
9/4/2008

Name of Facllity
SUMNER REGIONAL MEDICAL CENTER

Street Address, Clty, State, ZIp Code

555 HARTSVILLE PIKE
GALLATIN, TN 37066

This report Is completed by a State surveyor to show those deflclencles previously reported that have been corrected and the date such correctlve action was accomplished. Each
deficlency should be fully Identified using elther the regulation or LSC provislon number and the identification prefix code previously shown on the State Survey Report (prefix
codes shown to the left of each requirement on the survey report form).

(Y4)  Item (Y6)  Date (Y4) ltem (Y5) Date (Y4) Item (Y5) Date
Correction Correction Correction
Completed Completed Completed
ID Prefix HO871 08/10/2008 ID Prefix 1D Prefix
Reg. # 1200-8-1-.08 (1) Reg. # Reg. #
LSC LSC LsC
Correction Correction Correction
Completed Completed Completed
ID Prefix 1D Prefix 1D Prefix
Reg. # Reg. # Reg. #
LSC LsC LSC
Correction Correction Correction
Completed Completed Completed
1D Prefix 1D Prefix 1D Prefix
Reg. # Reg. # Reg. #
LSC LsC LsC
Correction Correctlon Correction
Completed Completed Completed
1D Prefix 1D Prefix 1D Prefix
Reg. # Reg. # Reg. #
LSC LsC LSC
Correction Correction Correctlon
Completed Completed Completed
ID Prefix 1D Prefix ID Prefix
Reg. # Reg. # Reg. #
LSC LsC LsC
Reviewed By Reviewed By Date: Slgnature of Surveyor: Date:
State Agency
Reviewed By — | Reviewed By Date: Slgnature of Surveyor: Date:
CMS RO
Followup to Survey Completed on: Check for any Uncorrected Deficlencies. Was a Summary of
6/26/2008 Uncorrected Deficlencles (CMS-2567) Sent to the Facllity?  ygg NO

STATE FORM: REVISIT REPORT (5/99)

Page 1 of 1

Event ID: 0EGD22
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NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
555 HARTSVILLE PIKE

SUMNER REGIONAL MEDICAL CENTER GALLATIN, TN 37066

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION 5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
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K 025 | NFPA 101 LIFE SAFETY CODE STANDARD K025

Smoke barriers are constructed to provide at
least a one half hour fire resistance rating in
accordance with 8.3. Smoke barriers may
terminate at an atrium wall. Windows are
protected by fire-rated glazing or by wired glass
panels and steel frames. A minimum of two
separate compartments are provided on each
floor. Dampers are not required in duct
penetrations of smoke barriers in fully ducted
heating, ventilating, and air conditioning systems.
19.3.7.3, 19.3.7.5, 19.1.6.3, 19.1.6.4

This STANDARD is not met as evidenced by:

Based on observation and inspection, it was
determined the facility failed to maintain the
smoke doors,

The findings included:

On 6/25/08 at approximately 12:00 Pm,
inspection of the area above the smoke doors by
room 429 revealed

a penetration around a 1-inch conduit (2/5/8 inch
dry wall). NFPA 101, 8.2.4.4.1

Inspection of the corridor wall above the ceiling by
the 2nd floor sleep room revealed an i-inch hole
in the wall (2 5/8 inch dry wall). NFPA 101,
8.24.42

K 029 | NFPA 101 LIFE SAFETY CODE STANDARD K029

One hour fire rated construction (with % hour
fire-rated doors) or an approved automatic fire
extinguishing system in accordance with 8.4.1
and/or 19.3.5.4 protects hazardous areas. When

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (x6) DATE
07/14/2008

Any deficlency statement ending with an asterisk (*) denotes a deficiency which the Institution may be excused from correcting providing it is determined that
other safeguards provide sufficient protectlon to the patlents. (See Instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made available to the facility. If deflciencles are cited, an approved plan of correction is requisite to continued
program partlcipation.

FORM CMS-2567(02-29) Prevlous Verslons Obsolete Event ID:0OEGD21 Facliity ID: TNP531116 If continuation sheet Page 10of7
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PREFIX
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ID
PREFIX
TAG
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K029

K052

Continued From page 1

the approved automatic fire extinguishing system
option is used, the areas are separated from
other spaces by smoke resisting partitions and
doors. Doors are self-closing and non-rated or
field-applied protective plates that do not exceed
48 inches from the bottom of the door are
permitted.  19.3.2.1

This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
determined the facility failed to maintain the
hazardous areas.

The findings included:

On 6/26/08 at approximately 9:00 AM, inspection
of the 2nd floor electrical room revealed a 8 inch
hole in the wall (2 5/8 inch dry wall). NFPA 101,
19.3.2.1

NFPA 101 LIFE SAFETY CODE STANDARD

A fire alarm system required for life safety is
installed, tested, and maintained in accordance
with NFPA 70 National Electrical Code and NFPA
72. The system has an approved maintenance
and testing program complying with applicable
requirements of NFPA70 and 72. 9.6.1.4

K029

K 052

FORM CMS-2567(02-89) Previous Verslons Obsolete

Event ID;0EGD21

Facliity ID: TNP531116
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440003 B. WING 06/26/2008

NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE

SUMNER REGIONAL MEDICAL CENTER 665 HARTSVILLE PIKE

GALLATIN, TN 37066
(X4) 1D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION 5)
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K052 | Continued From page 2 K 052
This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
determined the facility failed to maintain the alarm
system/,
The findings included:
On 6/25/08 at approximately 1:00 PM, inspection
of the facility revealed pull stations were mounted
above the 54-inch rule on 1st, 2nd, 3rd, and the
basement floors. NFPA 72, 2-8-1
Inspection of the 2nd floor C- section, the surgery
recover area, and the basement light room
revealed the pull stations were blocked with
equipment. NFPA 72, 2-8.2.1
K 054 | NFPA 101 LIFE SAFETY CODE STANDARD K 054

All required smoke detectors, including those

activating door hold-open devices, are approved,
maintained, inspected and tested in accordance
with the manufacturer's specifications.  9.6.1.3

This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
determined the facility failed to maintain the
smoke detectors.

The findings included:

On 6/25/08 at approximately 2:00 PM, inspection
of the facility revealed smoke detectors were too
close to the air diffusers and the air return vents
on 1st, 2nd, 3rd, and the basement floors. NFPA
72, 2-8-2-1

FORM CMS-2567(02-99) Previous Verslons Obsolete Event 1D:0EGD21
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K 062 | NFPA 101 LIFE SAFETY CODE STANDARD K 062

Required automatic sprinkler systems are
continuously maintained in reliable operating
condition and are inspected and tested
periodically. 19.7.6, 4.6.12, NFPA 13, NFPA 25,
9.7.5

This STANDARD is not met as evidenced by:

Based on observation and inspection, it was
determined the facility failed to maintain the
sprinkler system.

The findings included:

On 6/25/08 at approximately 1:00 PM, inspection
of the 2nd floor nursery area and in the morgue
area revealed escutcheon plates were missing.
NFPA 13, 3.2.7.2

Inspection of the kitchen area revealed the
sprinkler heads were corroded. NFPA 13, 3.2.6.1
K 064 | NFPA 101 LIFE SAFETY CODE STANDARD K 064

Portable fire extinguishers are provided in all
health care occupancies in accordance with
9.7.4.1. 19.3.5.6, NFPA10

This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
detrermined the facllity failed to maintain the fire
extinguishers.

The findings included:

FORM CMS-2567(02-99) Previous Verslons Obsolete Event ID:0EGD21 Faclllty ID: TNP531118 If continuation sheet Page 4 of 7
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K 064

K 067
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Continued From page 4

On 6/25/08 at approximately 12:30 PM,
inspection of the corridors by rooms 404, 405,
break room 3 north, and the 1st floor wound care
area revealed fire extinguishers were not checked
monthly. NFPA 10, 4.3.1

Inspection of the 1st floor lab, the medical
records office, and the basement wood shop
revealed the fire extinguishers were blocked with
equipment. NFPA 10, 1.6.3

NFPA 101 LIFE SAFETY CODE STANDARD

Heating, ventilating, and air conditioning comply
with the provisions of section 9.2 and are installed
in accordance with the manufacturer's
specifications.  19.5.2.1, 9.2, NFPA 90A,
19.56.2.2

This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
determined the facility failed to maintain the
HVAC system.

The findings included:

On 6/25/08 at approximately 1:45 PM, inspection
of 2 north and 2 west soiled utility rooms revealed
the exhaust fans were not working. NFPA 101,
19.5.2.1

Inspection of the basement elevator room
revealed the exhaust fan vent cover was dirty.
NFPA 101, 19.5.2.1

NFPA 101 LIFE SAFETY CODE STANDARD

K 064

K067

K141
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06/26/2008

SUMNER REGIONAL MEDICAL CENTER

K 141 | Continued From page 5 K141

Non-smoking and no smoking signs in areas
where oxygen is used or stored are in accordance
with 19.3.2.4, NFPA 99, 8.6.4.2.

This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
determined the facility failed to maintain the no

smoking signs.

The findings included:

On 6/25/08 at approximately 12:30 PM,
inspection of the 3rd floor physical therapy
storage room and room 303 revealed cylinders of
oxygen being stored and no precautionary signs
posted. NFPA 99, 8.6.4.2

K 147 | NFPA 101 LIFE SAFETY CODE STANDARD K147

Electrical wiring and equipment is in accordance
with NFPA 70, National Electrical Code. 9.1.2

This STANDARD is not met as evidenced by:
Based on observation and inspection, it was
detrermined the facility failed to maintain the
electrical system.

The findings included;

On 6/25/08 at approximately 1:15 PM, inspection
of the 3rd floor rehab therapy office and the 2nd
floor laxation room revealed electrical outlets
next to the sinks were not ground fault circuit
interrupters (GFC!). NFPA 70, 210-8-(a)(5)

FORM CMS-2567(02-99) Previous Verslons Obsolele Event ID; 0EGD21 Facliity ID: TNP531118 If continuation sheet Page 6 of 7
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On 6/26/08 at approximately 6:30 AM, inspection
of the 1st floor nurses' administers' office, the er
area, the lab, and in the EDS area revealed
electrical panels were blocked with equipment.
NFPA 70, 110-26(a)

Inspection of the 1st floor emergency rooms
revealed the emergency electrical outlets were
not labelled with the electrical panels. NFPA 70,
517-19(a)

Inspection of the kitchen area and the basement
laundry area revealed not all of the electrical
outlets were ground fault circuit interrupters
(GFCI). NFPA 70, 517-20
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A 385 | 482.23 NURSING SERVICES A 385

The hospital must have an organized nursing
service that provides 24-hour nursing services.
The nursing services must be furnished or
supervised by a registered nurse.

This CONDITION is not met as evidenced by:
Based on observation, policy review and
interview it was determined the hospital's nursing
services failed ensure patient safety by not
adhering to approved policies and procedures
concerning 1 of 1 Malignant Hyperthermia carts.

The findings included:

The hospital failed to ensure an effective method
for the storage and administration of medications
used to treat Malignant Hyperthermia in
accordance with the approved medical staff
policies and procedures for 1 of 1 Malignant
Hyperthermia carts.

(REFER TO A 405)

A 405 | 482.23(c)(1) ADMINISTRATION OF DRUGS A 405

All drugs and biologicals must be administered
by, or under supervision of, nursing or other
personnel in accordance with Federal and State
laws and regulations, including applicable
licensing requirements, and in accordance with
the approved medical staff policies and
procedures.

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE
07/14/2008

Any deficiency statement ending with an asterisk (*) denotes a deficlency which the Institution may be excused from correcting providing it Is determined that
other safeguards provide sufficient protection to the patients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan of correction Is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made avallable to the facility. If deficlencles are cited, an approved plan of correction is requislte to continued
program particlpation.
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This STANDARD is not met as evidenced by:
Based on policy review, observation, and
interview, it was determined the hospital failed to
ensure an effective method for the storage and
administration of medications used to treat
Malignant Hyperthermia in accordance with
approved medical staff policies and procedures
for 1 of 1 Malignant Hyperthermia carts.

The findings included:

Review of the facility's "Malignant Hyperthermia
Protocol" policy with a review date of May 2008
revealed the following documentation: "O.R.
[Operating Room] will have supplies available to
manage malignant hyperthermia...Malignant
hyperthermia is a potentially fatal syndrome that
can affect patients of any race and gender,
particularly the young. It can occor in the O.R.
and/or later in the PACU, as well as, any time in
the immediate post-operative
course...SUPPLIES: Immediately available on
malignant hyperthermia emergency
cart....Dantrolene (36 amps)."

Review of the facility's "Malignant Hyperthermia
Cart" policy revised May 2008 revealed the
following documentation: "1. The malignant
hyperthermia cart will be checked by the R.N.
[Registered Nurse] in surgery once a month to
make sure all necessary medications and
supplies...are present and in date...Medicine
drawer checked daily Monday through Friday on
regular workdays and on weekends and holidays
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if OR is called in...3. A copy of malignant
hyperthermia protocol reviewed annually is
located on top pf the cart. Instructions on dosage
and administration of the individual medications
are kept in the drawers with the meds they
pertain to...The malignant hyperthermia care is
located in the O.R. holding area and kept locked
at all times."

Observation on 6-25-08 in the main Operating
Room at 10:50 AM revealed the Malignant
Hyperthermia Cart contained only 30 vials of
Dantrolene (a medication used to treat Malignant
Hyperthermia/a biochemical chain reaction
response "triggered " by commonly used
general anesthetics. General signs of the MH
crisis include a rise in heart rate, increased body
metabolism, muscle rigidity and/or fever that may
exceed 110 degrees F. Complication include:
cardiovascular collapse, brain damage, internal
bleeding or failure of other body systems. This is
a potentially fatal syndrome. ). During an
interview at 10:55 AM the Director of Surgical
Services revealed that the 30 vials were all that
were ever on the cart. Further observation
revealed no instructions were available on how to
use the Dantrolene.

During an interview on 6-25-08 at 2:50 PM the
Director of Pharmacy Services alleged 6 vials of
Dantrolene were in the Recovery Room (PACU).
Observation at 3:00 PM in the PACU revealed
there were no vials of Dantrolene present. This
finding was confirmed by the Vice President of
Clinical Services.

On 6/25/08 at 3:15 PM, interview with 2 nurses in
the Cardiac Care Unit revealed no Dantrolene
was kept in that department. This was also
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confirmed by the Vice President of Clinical
Services during observation and interview.

On 6/25/08 at 3:25 PM the Director of Pharmacy
Services stated to the surveyor and the Vice
President of Clinical Services that the other 6
vials were in the Labor and Delivery Department
(L&D). The Director further stated "it used to be
in the PACU but | forgot it is now in the L&D."
Observation in the L&D at 3:40 PM revealed there
were 6 vials of Dantrolene in the L&D Pixes
{medication cart). No instructions for the use of
the Dantrolene were found at the time of
observation. Interview with the Director of the
Women's Center on 6-26-08 at 10:00 AM
confirmed that there were no instructions on use
of the medication in the cart, and the Director
further stated when asked where the instructions
were "l guess we would look in the policy
manual."

A 457 | 482.24(c)(1)(iii) VERBAL ORDERS A 457
AUTHENTICATED BASED ON LAW

All verbal orders must be authenticated based
upon Federal and State law. If there is no State
law that designates a specific timeframe for the
authentication of verbal orders, verbal orders
must be authenticated within 48 hours.

This STANDARD is not met as evidenced by:
Based on policy review and record review it was
determined the facility failed to ensure verbal
orders from physicians were signed by those
physicians in a timely manner for three patients
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(#31, #34, #39) of 40 patient records sampled.
The findings include:

Review of the facility's "Physician's Order:
Verbal/Phone/Copied" policy revised February
2005 revealed the policy did not designate a time
frame for physician signature.

Medical record review revealed Patient #31
revealed the patient was admitted to the facility
on 06/12/08. On 06/12/08 a verbal order was
written at 2140 for "Ambien 10 milligrams, one
dose now." A later untimed verbal order on
06/12/08 was written for "Normal saline flush
each shift and as needed.” These orders were
not signed by the ordering physician as of the
survey date of 06/26/08.

Medical record review for Patient #34 revealed
the patient was admitted to the facility on
06/11/08. On 06/11/08 the Anesthesia
Preoperative Standing Orders were signed by the
CRNA [Certified Registered Nurse Anesthetist]
but were not signed as of the survey date of
06/26/08 by the attending physician. This
included medication orders for "Versed 2 mg
[milligrams] IV [intravenously]; Robinul 0.1 mg IV;
Pepcid 20 mg IVPB][intravenously per bag];
Reglan 10 mg IV."

Medical record review for Patient #39 revealed
the patient was admitted to the facility on
06/09/08. On 06/09 08 the Physician Standing
Order - OR form was signed by the Registered
Nurse but there was no physician's signature on
the orders as of the survey date of 06/26/08. The
orders included "IV 1000 ml normal saline with
50,000 units Bacitracin; Thrombin 20,000 units."
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A 466 | 482.24(c)(2)(v) CONTENT OF RECORD -
INFORMED CONSENT

[All records must document the following, as
appropriate:]

Properly executed informed consent forms for
procedures and treatments specified by the
medical staff, or by Federal or State law if
applicable, to require written patient consent.

This STANDARD is not met as evidenced by:
Based on policy review and review of medical
records it was determined the facility failed to
adhere to its policy by not obtaining an informed
consent for one patient (#5) of 40 patient's
sampled.

The findings include:

Review of the facility's "Consents for Treatment"
policy revised June 2008 revealed the following
documentation: "A consent for medical treatment
is obtained for each patient treated in the
hospital... TYPES OF CONSENTS: 1. General
consent for treatment - signed on each admission
and wittnessed...In the event that consent cannot
be obtained from the adult patient and there is no
legal guardian the following is a list of who may
give consent in order of priority: 2. Adult
children..."

Medical record review revealed Patient #5 was
admitted to the Emergency Department on
04/20/08 at 0948 with complaints of rash with
itching all over and nausea. The patient had blood
drawn, received an EKGlelectrocardiogram] and

CT [computerized tomography] while in the

A 466
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Continued From page 6

Emergency Department. The patient was
accompanied by a daughter. The "Authorization
for Treatment and Assignment of Benefits" form
was not signed by the patient or the daughter. On
the form it is documented "Pt.[patient] discharged
before signing." The patient's signature was on
the "Discharge Instructions". The patient was
discharged at 1310.

482.25 PHARMACEUTICAL SERVICES

The hospital must have pharmaceutical services
that meet the needs of the patients. The
institution must have a pharmacy directed by a
registered pharmacist or a drug storage area
under competent supervision. The medical staff
is responsible for developing policies and
procedures that minimize drug errors. This
function may be delegated to the hospital's
organized pharmaceutical service.

This CONDITION is not met as evidenced by:
Based on policy review, observation and
interview it was determined the hospital's
pharmaceutical services failed to meet the needs
of the patients by not following developed policies
and procedures for availability and instructions
for use for medication to treat Malignant
Hyperthermia and by not ensuring unusable
medications were not available for use by facility
staff.

A 466

A 490
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The findings included:

1. Based on policy review, observation, and
interview, it was determined the hospital
pharmacist failed to ensure adequate supervision
of drug storage and use procedures according to
facility policy and procedure for 1 of 1 Malignant
Hyperthermia carts. (REFER TO A 492)

2. Based on observation, interview, and policy
review, the facility failed to remove an expired
drug from usable stock, (REFER TO A 505)

A 492 | 482.25(a)(1) PHARMACIST RESPONSIBILITIES A 492

A full-time, part-time, or consulting pharmacist
must be responsible for developing, supervising,
and coordinating all the activities of the pharmacy
services.

This STANDARD is not met as evidenced by:
Based on policy review, observation, and
interview, it was determined the hospital
pharmacist failed to ensure adequate supervision
of drug storage and use procedures according to
facility policy and procedure for 1 of 1 Malignant
Hyperthermia carts.

The findings included:

Review of the facility's "Malignant Hyperthermia
Protocol" policy with a review date of May 2008
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revealed the following documentation: "O.R.
[Operating Room] will have supplies available to
manage malignant hyperthermia...Malignant
hyperthermia is a potentially fatal syndrome that
can affect patients of any race and gender,
particularly the young. It can occor in the O.R.
and/or later in the PACU, as well as, any time in
the immediate post-operative
course...SUPPLIES: Immediately available on
malignant hyperthermia emergency
cart....Dantrolene (36 amps)."

Review of the facility's "Malignant Hyperthermia
Cart" policy revised May 2008 revealed the
following documentation: "1. The malignant
hyperthermia cart will be checked by the R.N.
[Registered Nurse] in surgery once a month to
make sure all necessary medications and
supplies...are present and in date...Medicine
drawer checked daily Monday through Friday on
regular workdays and on weekends and holidays
of OR is called in...3. A copy of malignant
hyperthermia protocol reviewed annually is
located on top pf the cart. Instructions on dosage
and administration of the individual medications
are kept in the drawers with the meds they
pertain to...The malignant hyperthermia care is
located in the O.R. holding area and kept locked
at all times."

Observation on 6-25-08 in the main Operating
Room at 10:50 AM revealed the Malignant
Hyperthermia Cart contained only 30 vials of
Dantrolene (a medication used to treat Malignant
Hyperthermia/a biochemical chain reaction
response "triggered " by commonly used
general anesthetics. General signs of the MH
crisis include a rise in heart rate, increased body
metabolism, muscle rigidity and/or fever that may

FORM CMS-2567(02-99) Previous Verstons Obsolete Event ID:0OEGD11 Facllity ID: TNP531116 If continuation sheet Page 9 of 15



DEPARTMENT OF HEALTH AND HUMAN SERVICES

177

SUPPLEMENTAL- 1

FORM APPROVED

CENTERS FOR MEDICARE & MEDICAID SERVICES ! 014
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (K3) DATE SURVEY 4, ()
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: AT compLeTen  4:Uppm
440003 B. WING 06/26/2008
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SUMNER REGIONAL MEDICAL CENTER SSSHARTEHSEE
GALLATIN, TN 37066
(X4)ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION ®s)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
A 492 | Continued From page 9 A 492

exceed 110 degrees F. Complication include:
cardiovascular collapse, brain damage, internal
bleeding or failure of other body systems. This is
a potentially fatal syndrome. ). During an
interview at 10:55 AM the Director of Surgical
Services revealed that the 30 vials were all that
were ever on the cart. Further observation
revealed no instructions were available on how to
use the Dantrolene.

During an interview on 6-25-08 at 2:50 PM the
Director of Pharmacy Services alleged 6 vials of
Dantrolene were in the Recovery Room (PACU).
Observation at 3:00 PM in the PACU revealed
there were no vials of Dantrolene present. This
finding was confirmed by the Vice President of
Clinical Services.

On 6/25/08 at 3:15 PM, interview with 2 nurses in
the Cardiac Care Unit revealed no Dantrolene
was kept in that department. This was also
confirmed by the Vice President of Clinical
Services during observation and interview.

On 6/25/08 at 3:25 PM the Director of Pharmacy
Services stated to the surveyor and the Vice
President of Clinical Services that the other 6
vials were in the Labor and Delivery Department
(L&D). The Director further stated "it used to be
in the PACU but | forgot it is now in the L&D."
Observation in the L&D at 3:40 PM revealed there
were 6 vials of Dantrolene in the L&D Pixes
(medication cart). No instructions for the use of
the Dantrolene were found at the time of
observation. Interview with the Director of the
Women's Center on 6-26-08 at 10:00 AM
confirmed that there were no instructions on use
of the medication in the cart, and the Director

further stated when asked where the instructions

FORM CMS-2567(02-99) Previous Verslons Obsolele Event ID:0EGD11
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SUMNER REGIONAL MEDICAL CENTER

A 492 | Continued From page 10 A 492

were "l guess we would look in the policy
manual."
A 505 | 482.25(b)(3) UNUSABLE DRUGS NOT USED A 505

Outdated, mislabeled, or otherwise unusable
drugs and biologicals must not be available for
patient use.

This STANDARD is not met as evidenced by:
Based on observation, interview, and policy
review, it was determined the facility failed to
remove one expired drug from usable stock.

The findings included:

Observation during a tour of the facility off-site

rehabilitation clinic at the "Maple Street Location"
revealed one 5 milliliter (ml) vial (Lot #201791) of
Dexamethasone Sodium Phosphate 4 milligrams
(mg) per ml with an expiration date of April 2008.

The findings were confirmed in an interview with
the scheduler (only staff member on-site at time
of tour) on 6/24/08 at 1:10 PM.

Review of the facility policy entitled, "Out-Dated
Drugs (Storage and Disposition)" dated February
2006 revealed the following: "The Pharmacy
stock and all drug storage areas are checked
monthly for out-dated drugs." "Some drugs are
destroyed in the hospital by either being poured
down the sink or shipped out according to the
hospital's waste disposal procedure."

A 619 | 482.28(a) ORGANIZATION AB19

Organization
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This STANDARD is not met as evidenced by:
Based on observation and interview, it was
determined the hospital dietary manager failed to
provide responsible daily management to ensure
a clean and sanitary dietary environment.

The findings included:

1. Observation of the hospital kitchen on 6-25-08
at 8:30 AM to 9:45 AM revealed the following:

a. Refrigerator #2 revealed no thermometer was
available for observation of the temperature of the
food.

b. There was no lid on the receiving container of
the tea brewer.

¢. The Hobart mixer had debris on the rim above
the bowl.

d. The Tomato slicer, identified as clean by the
Director of Nutritional Service, had red matter
noted in the blades.

e. Refrigerator #5 had debris noted on the bottom
shelf.

f. Refrigerator #6 had a tray on the shelf inside
with debris noted. '

g. The hot line counter had debris noted on the
bottom shelf.

h. There were 60, 4 ounce cereal bowls, identified
as clean by Dietary Aide |, with dried food
particles inside and outside of the bowls.

i. There were 10 fans above the food preparation
counters (5 on each side) with large amounts of
debris blowing out of them.
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j- A Southbend 6 burner stove was observed with
large amounts of grease/debris stuck to all parts
of the stove.

k. Oven #1 and #2 had large amounts of
grease/debris noted on the knobs, inside and
front of ovens.

The grease trap located in front of the stove and
ovens was noted to be full with large pieces of
food in the trap also.

Observation of the dry food storage area revealed
the following:

I. A 9.7 ounze bag of Splenda with brown, sticky
debris on the outside of the package.

m. A plastic canister of Honey Cajun mix with a lid
that was not covering the container.

3. The tops of raisin/chocolate covered nuts
container, and container of walnuts with sticky
matter on the ntops with debris stuck to them.

o. A 1 gallon plastic bottle of browning seasoning
sauce without a lid with plastic wrap covering it.
The plastic wrap with a hole in opening.

p. A 1 gallon container of hickory seasoning/soy
sauce with brown liquid on the outside of the
container.

g. Multiple cans of beets (6 pounds), black bean
(6 pounds, 4 ounces), sliced green olives (3
pounds 7 ounces), instant chocolate/strawberry
mouse cans with a thick coat of dust on the lids.
r. Large plastic bins of hard boiled, peeled eggs,
and cranberry nut batter with pieces of brown
matter on the lids.

s. A 20 pound box of frozen beans in the walk in
freezer not covered.

All observations were confirmed by the
Administrator and the Director of Nutritional
Services.

2. During a tour of the dietary department on
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06/25/08 it was observed the floor in the
dish-washing area was 3/4 covered with standing
water which caused a safety hazard for
employees.
This finding was confirmed with the Director of
Nutrition Services on 06/25/08.
A 724 | 482.41(c)(2) FACILITIES, SUPPLIES, AT724

EQUIPMENT MAINTENANCE

Facilities, supplies, and equipment must be
maintained to ensure an acceptable level of
safety and quality.

This STANDARD is not met as evidenced by:
Based on observation and interview it was
determined the facility failed to maintain the
premises, supplies and equipment in a clean and
sanitary manner which promotes safety and
quality for staff and patients.

The findings include:

During a tour of the dietary department on
06/25/08 it was observed the floor in the
dish-washing area was 3/4 covered with standing
water which caused a safety hazard for
employees.

This finding was confirmed with the Director of
Nutrition Services on 06/25/08.
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During a tour of the PACU [Post Anesthesia
Recovery Room] on 06/25/08 it was observed the
monitor tops, handwashing gel containers, and
stands were covered with a thick layer of dust in
five bays in the department.

This finding was confirmed with the Director of
Surgical Services on 06/25/08.

During a tour of the Surgical Services Department
on 06/25/08 it was observed the floor in
Endoscopy Room #2 was sticky.

This finding was confirmed with the Director of
Surgical Services on 06/25/08.

Observation on 6/24/08 at 4:45 PM during a tour
of the off-site rehabilitation clinic at the "Sumner
Crossroads, White House Location" revealed a
Hydrocollator, a device used to heat wet hot
packs, in the main treatment area that contained
wet hot packs for heat therapy. Continued
observation revealed no evidence of temperature
logs to check the heat level of the water and heat
packs.

An interview with the physical therapist confirmed
the finding and that the facility policy is to check
the water temperature daily and document on a
log.

Observation on 6/24/08 at 4:55 PM revealed a
freezer used to store ice packs for ice/cold
therapy. Further review revealed no temperature
logs to check the temperature of the device to
ensure proper operation and temperature level.
An interview with the physical therapist at the time
of the observation confirmed the finding and that
the facility policy is to check the freezer
temperature daily and log the temperature.
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H 404

1200-8-1-.04 (4) Administration

(4) Whenever the rules and regulations of this
chapter require that a licensee develop a written
policy, plan, procedure, technique, or system
concerning a subject, the licensee shall develop
the required policy, maintain it and adhers to its
provisions. A hospital which violates a required
policy also violates the rule and regulation
establishing the requirement.

This Rule is not met as evidenced by:

Based on review of facility documents,
observation, and interview it was determined the
facility failed to follow its written policies for
temperature monitoring and medications.

The findings include:

During a tour of the Labor and Delivery
Department on 06/24/08 it was determined the
temperature in the refrigerator which is
designated for breast milk was 28 degrees F
[Farenheit]. Review of the facility policy for this
refrigerator revealed the temperature was to be in
the range of 35 degrees to 40 degrees F. Review
of the temperature log for this refrigerator
revealed the temperature was consistently in the
20 - 30 degree range for the months of May and
June, 2008. There was no documentation that
any corrective action had been instituted.

Interview with the Director of Women's Services
on 06/24/08 at 2:30 PM in the Administrative
Conference Room revealed a work order had not
been initiated to correct the temperature. The
Director continued on that the staff had been
turning up the temperature to the correct range.
This was not documented on the temperature log.

H 404
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LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE

TITLE
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During a tour of the Surgical Services Department
on 06/25/08 it was determined the temperature of
the blanket warmer in the Operating Room was
151 degrees F and the temperature of the blanket
warmer in the PACU[Post Anesthesia Recovery
Room] was 134 degrees F. Review of the facility
policy revealed the temperature of the blanket
warmers is to be 120 degrees F.

This finding was confirmed with the Director of
Surgical Services on 06/25/08.
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September 29, 2014

HAND DELIVERY

Jeff Grimm, Examiner

Tennessee Health Services and
Development Agency

Andrew Jackson Building, 9™ Floor

502 Deaderick Street

Nashville, TN 37243

RE: Certificate of Need Application CN1409-041
Sumner Regional Medical Center —
Initiation of PET Service on Qutpatient Campus of Hospital

Dear Mr. Grimm;

Responses to the questions in your letter dated September 29, 2014, are below. The
required affidavit is enclosed at the end of this response. Please let us know if you need
additional information.

1. Section B, Project Description, Item ILE. and Section C, Economic Feasibility,
Item 1 (Project Cost Chart)

The revised quote extending the expiration date to 12/22/2014 and the revised Project
Cost Chart for the addition of $199,500 to the cost of the PET/CT unit for sales tax and
freight are noted.

However, it appears that the Filing Fee in line E of the chart, should also have been
revised as a result of the increase in the cost of the PET/CT unit. It appears that the new
fee would amount to $6,483, an increase of $449. This change would also change the
grand total in line F. Please remit the additional amount and provide a replacement page
with the revised Project Cost Chart.

Response: A replacement page (20-R(2)) for the Project Cost Chart and a check in the
amount of 8449 are enclosed.

The Pinnacle ar Symphony Place Dan H. ELrROD T 615.651.6700
150 3rd Avenue South, Suite 1600 615.651.6702 F 615.651.6701
Nashville, TN 37201 dan.elrod@butlersnow.com www.butlersnow.com
22814994v1
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Given the 160 miles distance from the cyclotron to the proposed PET/CT location at
Sumner Station, what is the life of the material that is required to account for driving
times under normal conditions?

Response: SRMC understands that FDG has a half-life of slightly less than 2 hours.
Cardinal Health ships FDG daily to its nuclear pharmacy distribution site in Nashville,
Jor subsequent distribution to PET sites in the region that it services. In addition to the
cyclotron in Louisville, Cardinal Health has cyclotrons in Knoxville, Birmingham and
Memphis that can be the source of FDG. Based on the fact that Cardinal is already
servicing PET units in the region, SRMC is confident of Cardinal Health’s ability to
provide timely delivery of FDG with the requisite degree of radioactivity for PET patients
at Sumner Station.

Section C, Need. Item 6

The clarification of the methodology used to determine the utilization of the proposed
PET service by Sumner & Macon County residents is noted.

Is it correct that, given the higher projected capture rate in Year 3, that utilization,
revenue, expenses and net operating income can remain as projected for Years 1 and 2 as
identified in the Projected Data Chart? Please confirm.

Response: Yes, the utilization, revenue, expenses and net operating income in Years 1
and 2 are based in SRMC'’s conservative projections for those years.

Section C, Economic Feasibility, Item 4. (Historical Data and Projected Data Chart)

Historical Data Chart - Thank you for the clarification and submission of the Revised
Historical Data Chart.

In looking at same, it was noted that inpatient gross operating revenue increased by
approximately 25% from $178,940,000 in fiscal year 2012 to $222,998,000 in FY2013.
What accounts for this change when adjusted admissions only increased by
approximately 4%during the period?

Response: The unit of measure used, Adjusted Admissions, factors in outpatient volume
as well as inpatient volume. Inpatient volumes increased from 2012 to 2013
disproportionately to increases in outpatient volumes. The same trend has held true in
2014. Since inpatient admissions generate more gross revenue than outpatient
admissions, the disproportionately larger increase in inpatient admissions caused
inpatient gross revenue to grow by a larger percentage than percentage growth in
adjusted admissions.

Projected Data Chart — What is the equivalent amount in procedures that ties to the
projected charity cost of $65,000 in Year 1 of the project (line C.3 of the chart)?

22814994v1

29, 2014
11:40am
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Response: The charity care cost of 865,000 equates to 9 PET scans.

The $115 per dose cost associated with the FDG/radioactive material and the 160 mile
distance from the vendor’s cyclotron in Louisville, Ky. is noted. What are the annual
amounts for same that are included in the supply costs of the Projected Data Chart
(line D.3)?

Response: The FDG cost in Year 1 is projected to be $27,715 and in Year 2 it is
projected to be $38,755.

Very truly yours,
BUTLER SNOW LLP
Dan H. Elrod

clw
Attachments

22814994v1
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STATE OF TENNESSEE

COUNTY OF @%w%wn

NAME OF FACILITY: —Q/wwef /Zig,wz/ Ny S/ Ce., o

, after first being duly sworn, state under oath that | am the

1, Df"\ /;/f)np

applicant named in this Certificate of Need application or the lawful agent thereof, that |
have reviewed all of the supplemental information submitted herewith, and that it is true,

accurate, and complete.

Signature/Title

, State of Tennessee.

17H#
Sworn to and subscribed before me, a Notary Public, this the /7 day of &Q ’L ; 20&

witness my hand at office in the County of Da ] :o€ So R

“

“““ﬁ.&' ""'ooo,N OTARY PUBLIC

N
I,“\“‘ q:??. (X} ..e.o 0!"’
My commission expires ._. @ - !éa .'-_-_‘;‘—f‘i
o TENNESSEE ¢

HE-0043 ’
%,
7,20 \
Revised 7/02 “Ugg, SO
My Commission Expres MAR. 8, 2016




CERTIFICATE OF NEED
REVIEWED BY THE DEPARTMENT OF HEALTH
DIVISION OF POLICY, PLANNING AND ASSESSMENT
615-741-1954

DATE: November 28, 2014

APPLICANT: Sumner Regional Medical Center
225 Big Station Camp Boulevard
Gallatin, Tennessee 37066

CON #: CN1409-041

CONTACT PERSON: Dan H. Elrod, Esquire
150 3™ Avenue South, Suite 1600
Nashville, Tennessee 37201

COST: $2,887,396

In accordance with Section 68-11-1608(a) of the Tennessee Health Services and Planning Act of
2002, the Tennessee Department of Health, Division of Policy, Planning, and Assessment, reviewed
this certificate of need application for financial impact, TennCare participation, compliance with
Tennessee’s Stafe Health Plan, and verified certain data. Additional clarification or comment
relative to the application is provided, as applicable, under the heading “Note to Agency Members.”

SUMMARY:

The Sumner Regional Medical Center, LLC, located in Gallatin (Sumner County), Tennessee, seeks
Certificated of Need (CON) approval to initiate positron emission tomography (PET) services at its
existing outpatient campus known as Sumner Station, located at 225 Big Station Camp Boulevard
in Gallatin, The project will require the build-out of approximately 1,425 square feet of existing
space and the purchase of G.E. Discovery PET/CT imaging system. The total project cost is
approximately $2,887,896. The total renovation cost is estimated to be $460,000 or $322.80 per
square foot.

Sumner Regional Medical Center is a 155 bed acute care hospital and is 100% owned by LifePoint
Hospitals. LifePoint Hospitals, Inc. is headquartered in Brentwood, Tennessee. LifePoint operates
63 hospitals in 20 States, including 10 in Tennessee.

The total estimated project cost is $2,687,396 and will be funded through cash reserves as
documented by the Chief Financial Officer in Attachment C, Economic Feasibility 2.

GENERAL CRITERIA FOR CERTIFICATE OF NEED

The applicant responded to all of the general criteria for Certificate of Need as set forth in the
document Tennessee’s State Health Plan.

NEED:
The applicant’s service area is Macon and Sumner counties.
County 2014 2018 % of Increase/
Population Population (Decrease)
Macon 23,188 24,121 4.0%
Sumner 172,262 183,406 6.5%
Total 195,450 207,527 6.2%

Tennessee Department of Health, Division of Policy, Planning, and Assessment-Office of Health Statistics, 2020,
June 2013, Revision

The outpatient campus at Sumner Station is located in an existing building located off Vietnam
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Veterans Parkway with easy access, improved parking, and a canopied entrance.

There are currently no PET services available in Sumner and Macon counties. The nearest services
are located thirty miles away from Gallatin. The following illustrates the nearest PET services and
their utilization.

Davidson obC Imaging Alliance - 2013 1 Fixed 1722 $6,025,720.00
Nashville PET, LLC

Davidson OoDC Premier Radiology 2013 1 Fixed 157 $1,334,293.00
Midtown

Davidson PO Tennessee 2013 1 Fixed 1770 $5,928,195.00
Oncology, PET
Services

Davidson HOSP TriStar Centennial 2013 1 Fixed 273 $4,075,450.00
Medical Center

Davidson HOSP Vanderbilt 2013 1 Fixed 3340 $16,146,409.00
University Hospital

HSDA Equipment Registry

According to the applicant, the project need is based on the lack of PET services for residents in
Sumner and Macon counties. The need for PET services is further indicated by the fact cancer
rates in Sumner and Macon counties are higher than the statewide average. According to the
report Cancer in Tennessee 2005-2009 published by the Tennessee Department of Health, Division
of Policy, Planning, and Assessment:

« From 2005-20009, Tennessee had the 16" highest cancer incidence rate in the country
and the 6™ highest cancer mortality rate;

» Tennessee’s cancer incidence rate for the period was 476.8 per 100,000;

e Sumner County’s cancer incidence rate for the period was 487.6 per 100,000 2.3% higher
that the Tennessee rate; and

e Macon County’s cancer incidence rate for the period was 554 per 100,000, 16% higher
than the Tennessee cancer incidence rate.

The applicant believes that, given the cancer incidence rate is higher than the statewide incidence
in Sumner and Macon counties, it is important that state-of-the-art cancer diagnostic resources be
located closer than 30 miles away for the convenience of the service area residents. SRMC is
committed to continued moderation (?) and enhancement of its cancer diagnosis and treatment
services. In addition to this PET CON, Mammography and CT imaging are already provided at
Sumner Station.

SRMC’s cancer service has been accredited by the American College of Surgeons. Current services
provided include community education, pastoral care, and nutrition services. Patient support
groups are available through a partnership with Gilda's Club.

Chemotherapy in the community is provided by Tennessee Oncology, the largest oncology group in
the region, which participates in clinical trials through the Sarah Cannon Center. Tennessee
Oncology is the only oncology group with a presence in Gallatin. The applicant provides a letter
from Tennessee Oncology confirming the applicant’s assumption that Sumner Station would
ultimately serve at least 50% of the patients from the region that needs PET.

The number and types of physicians at SRMC involved in cancer care includes:
e Radiation oncologist-1 active staff and 16 coverage staff;

¢ Medical oncologist -2 active staff and 16 consulting/coverage staff;
e General surgeons-4 active staff;
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¢ Urologists-4 active staff;
+ Radiologists-9 active staff; and
e Pathologists-4 active staff.

In 2013, 683 Sumner County residents utilized PET providers in Davidson County. The applicant
projects 241 and 337 scans in years one and two of the project.

TENNCARE/MEDICARE ACCESS:

The applicant will participate in the TennCare and Medicare programs. The applicant is contracted
with all TennCare plans that operate in Middle Tennessee. SMRC'’s projected gross revenues for
radiation therapy from TennCare/Medicaid in year 1 are $120,000 (6.63%) and gross Medicare
revenues are projected to be $817,500 (45.13%).

ECONOMIC FACTORS/FINANCIAL FEASIBILITY:

The Department of Health, Division of Policy, Planning, and Assessment has reviewed the Project
Costs Chart, the Historical Data Chart, and the Projected Data Chart to determine they are
mathematically accurate and the projections are based on the applicant’s anticipated level of
utilization. The location of these charts may be found in the following specific locations in the
Certificate of Need Application or the Supplemental material:

Project Costs Chart: The Project Costs Chart is located in Supplemental 1of the
application. The total project cost is $2,887,396.

Historical Data Chart: The Historical Data Chart is located in Supplemental 1 of the
application. The applicant reported 14,330, 15,146, and 15,967 admissions in 2011, 2012,
and 2013, respectively. The applicant reported net operating revenues of $4,941,000,
$4,304,000, and $6,406,000 each year, respectively.

Projected Data Chart: The Projected Data Chart is located on page 24 of the application..
The applicant projects 241 and 337 in years one and two, respectively. The total net
operating revenue in year one is projected to be $18,000 and $65,000 in year two of the
project.

The applicant projects an average gross charge of $7,500. The median charge per the HSDA
equipment registry is $4,834.25. The applicant’s proposed charge is slightly over the 3 Quartile
for the State, which is $7,307.21.

The applicant found no other suitable alternatives to the proposed project.

CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTHCARE:
The applicant provides a listing of managed care contracts and health providers or organizations in
Attachment C, Contribution to Orderly Development of Healthcare-1.

The project should have only positive effects on the healthcare system due to improved patient
convenience. The inclusion of PET services in the community will insure Sumner and Macon
County residents they can receive quality treatment in their own community without having to
travel to Nashville. SRMC would be the only provider in the service area should the CON be
approved.

This project will require only 1.0 FTE nuclear medicine technologist to the medical staff.

SRMC has an agreement with Austin Peay University, under which SMRC is a clinical training site
for radiation therapy technologists.

SRMC is accredited by the Joint Commission and licensed by the Tennessee Department of Health,
Board for Licensing Healthcare Facilities. The cancer program is accredited by the American

DOH/PPA/...CON#1409-041 w3 Sumner Regional Medical Center
Positron Emission Tomography



College of Surgeons Commission of Cancer Care. The most recent licensure survey and the plan of
correction are included in Attachment C, Orderly Development of Healthcare-7(c).

SPECIFIC CRITERIA FOR CERTIFICATE OF NEED

The applicant responded to all relevant specific criteria for Certificate of Need as set forth in the
document Tennessee’s State Health Plan.

PET Standards and Criteria

1. Applicants proposing a new stationary PET unit should project a minimum of at least 1,000
PET procedures in the first year of service, building to a minimum of 1,600 procedures per
year by the second year of service and for every year thereafter.

Providers proposing a mobile PET unit should project a minimum of at least 133 mobile
PET procedures in the first year of service per day of operation per week, building to an
annual minimum of 320 procedures per day of operation per week by the second year of
service and for every year thereafter. The minimum number of procedures for a mobile
PET unit should not exceed a total of 1,600 procedures per year if the unit is operated
more than five (5) days per week.

The application for mobile and stationary units should include projections of demographic
patterns, including analysis of applicable population-based health status factors and
estimated utilization by patient clinical diagnoses category (ICD-9).

For units with a combined utility, e.g., PET/CT units, only scans involving the PET function
will count towards the minimum number of procedures.

This application is for a fixed PET.

2. All providers applying for a proposed new PET unit should document that the proposed
location is accessible to approximately 75% of the service area’s population.

Applications that include non-Tennessee counties in their proposed service areas should
provide evidence of the number of existing PET units that service the non-Tennessee
counties and the impact on PET unit utilization in the non-Tennessee counties, including
the specific location of those units located in the non-Tennessee counties, their utilization
rates, and their capacity.

This criterion is not applicable.

3. All providers should document that alternate shared services and lower cost technology
applications have been investigated and found less advantageous in terms of accessibility,
availability, continuity, cost, and quality of care.

The project appears to be reasonable due to the site being located in an existing building
on an outpatient campus. A part-time mobile PET was considered but rejected because a
part-time unit would compromise availability and convenience.

4. Any provider proposing a new mobile PET unit should demonstrate that it offers or has
established referral agreements with providers that offer as a minimum, cancer treatment
services, including radiation, medical and surgical oncology services.

Not applicable.

5. A need likely exists for one additional stationary PET unit in a service area when the
combined average utilization of existing PET service providers is at or above 80% of the
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total capacity of 2,000 procedures during the most recent twelve month period reflected in
the provider medical equipment report maintained by the HSDA. The total capacity per
PET unit is based upon the following formula:

Stationary Units: Eight (8) procedures /day x 250 days/year = 2,000 procedures/year
Mobile Units: Eight (8) procedures /day x 50 days/year= 400 procedures/year

The provider should demonstrate that its acquisition of an additional stationary or mobile
PET unit in the service area has the means to perform at least 1,000 stationary PET
procedures or 133 mobile PET procedures per day of operation per week in the first full
one-year period of service operations, and at least 1,600 stationary PET procedures or 320
mobile PET procedures per day of operation per week for every year thereafter.

The applicant projects 241 and 337 scans in years one and two of the project, Due to this
being the first PET unit (if approved) in the service area, SRMC believes this criterion is not
applicable.

6. The applicant should provide evidence that the PET unit is safe and effective for its
proposed use.

a. The United States Food and Drug Administration (FDA) must certify the proposed
PET unit for clinical use.

SRMC provides the FDA approval documentation is Attachment B. II. E. 1.

b. The applicant should demonstrate that the proposed PET procedures will be
offered in a physical environment that conforms to applicable federal standards,
manufacturer’s specifications, and licensing agencies’ requirements.

The applicant agrees to comply with all applicable standards.

C. The applicant should demonstrate how emergencies within the PET unit facility will
be managed in conformity with accepted medical practice.

The PET center will be licensed and owned by SRMC, thus operated under the
same emergency management plan and procedures that apply to SRMC. Medical
emergencies will be transported by ambulance to SRMC.

d. The applicant should establish protocols that assure that all clinical PET procedures
performed are medically necessary and will not unnecessarily duplicate other
services.

The physicians who refer patients will have no financial interest in SRMC or the
PET. Procedures will be performed only on patients for whom PET is determined
to be medically necessary. SRMC has developed draft protocols and have attached
them under Attachment C, Need-PET Standards, Item 6.d.

e. The PET unit should be under the medical direction of a licensed physician. The
applicant should provide documentation that attests to the nature and scope of
the duties and responsibilities of the physician medical director. Clinical supervision
and interpretation services must be provided by physicians who are licensed to
practice medicine in the state of Tennessee and are board certified in Nuclear
Medicine or Diagnostic Radiology. Licensure and oversight for the handling of
medical isotopes and radiopharmaceuticals by the Tennessee Board of Pharmacy
and/or the Tennessee Board of Medical Examiners—whichever is appropriate given
the setting—is required. Those qualified physicians that provide interpretation
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services should have additional documented experience and training, credentialing,
and/or board certification in the appropriate specialty and in the use and
interpretation of PET procedures.

The PET service will be under the medical direction of Dr. Glen Nabors, a board
certified radiologist. Other radiologists in Sumner Radiology are also qualified to
Interpret PET scans.

All applicants should seek and document emergency transfer agreements with
local area hospitals, as appropriate. An applicant’s arrangements with its physician
medical director must specify that said physician be an active member of the
subject transfer agreement hospital medical staff.

The proposed PET will be operated by SRMC as part of the hospital, and Dr.
Nabors is an active member of SRMC's stalff.

The applicant should provide assurances that it will submit data in a timely fashion as
requested by the HSDA to maintain the HSDA Equipment Registry.

The applicant agrees.

In light of Rule 0720-4-.01 (1), which lists the factors concerning need on which an
application may be evaluated, the HSDA may decide to give special consideration to an
applicant:

a.

Who is offering the service in a medically underserved area as designated by the
United States Health Resources and Services Administration;

Who documents that the service area population experiences a prevalence,
incidence and/or mortality from cancer, heart disease, neurological impairment or
other clinical conditions applicable to PET unit services that is substantially higher
than the State of Tennessee average;

Who is a “safety net hospital” or a “children’s hospital” as defined by the Bureau of
TennCare Essential Access Hospital payment program and/or is a comprehensive
cancer diagnosis and treatment program as designated by the Tennessee
Department of Health and/or the Tennessee Comprehensive Cancer Control
Coalition; or

Who provides a written commitment of intention to contract with at least one
TennCare MCO and, if providing adult services, to participate in the Medicare
program.

The applicant believes they should receive special consideration under this criterion for the
following reasons:

According to the applicant, the project need is based on the lack of PET services for residents in
Sumner and Macon counties. The need for PET services is further indicated by fact cancer rates in
Sumner and Macon counties are higher than the statewide average. According to the report
Cancer in Tennessee 2005-2009 published by the Tennessee Department of Health, Division of

Policy, Planning, and Assessment:

L]

From 2005-20009, Tennessee had the 16" highest cancer incidence rate in the country
and the 6" highest cancer mortality rate;

Tennessee’s cancer incidence rate for the period was 476.8 per 100,000;
Sumner County’s cancer incidence rate for the period was 487.6 per 100,000 2.3% higher
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than the Tennessee rate;

e Macon County’s cancer incidence rate for the period was 554 per 100,000, 16% higher
than the Tennessee cancer incidence rate;

e SRMC has a long history as a provider in the TennCare program and contracts with all
MCOs in the region;

e All of Macon County and part of Sumner County are designated as Medically Underserved
(MUA); and

o No PET service exists in the area and the project is financially feasible.
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